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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH. 

EDUCATION,  AND  WELFARE 
SUBCHAPTER  G — COSMETICS 
PART  701— COSMETIC  LABELING 
Hypoallergenic  Cosmetic  Products 

The  Commissioner  of  Food  and  Drugs 
is  defining  the  term  “hypoallergenic”  for 
use  in  cosmetic  product  labeling.  The 
purpose  of  this  regulation  is  to  end  the 
confusion  about  the  meaning  of  the  term 
“hypoallergenic”  and  establish  a  defini¬ 
tion  of  that  term  that  is  not  misleading 
and  can  be  used  uniformly  in  cosmetic 
labeling.  The  regulation  provides  that  a 
cosmetic  may  be  labeled  “hypoallergenic” 
if  scientific  studies  show  that  it  causes 
significantly  fewer  adverse  reactions  in 
human  subjects  than  similar-use  com¬ 
petitive  products.  Those  who  presently 
label  products  as  “hypoallergenic”  have  2 
years  in  which  to  conduct  testing  to  sub¬ 
stantiate  the  claim. 

The  views  submitted  to  the  Pood  and 
Dnig  Administration  by  the  Cosmetic, 
Toiletry,  and  Fragrance  Association 
(CTFA) ,  the  Almay  Corp.,  and  the  Fed¬ 
eral  Trside  Commission  (FTC)  were  in¬ 
cluded  in  the  preamble  to  the  proposed 
definition  published  in  the  Federal  Reg¬ 
ister  of  February  25,  1974  (39  PR  7288). 
A  total  of  33  comments  was  received  In 
response  to  the  proposal:  Four  comments 
were  in  favor  of  the  proposal  as  drafted; 
eleven  comments  were  neither  for  nor 
against  the  proposal,  including  one  which 
criticized  the  industry  and  the  govern¬ 
ment  without  discussing  the  proposal; 
fifteen  comments  expressed  criticism  or 
were  against  the  proposal;  and  three 
comments  requested  that  the  term  “hy¬ 
poallergenic”  be  banned. 

Several  comments  among  those  critical 
of  the  Commissioner’s  proposal  supported 
the  views  of  the  CTFA,  Almay,  or  the 
PTC  as  published  in  the  preamble  to  the 
proposed  definition.  Many  comments  re¬ 
quested  modifications,  exemptions,  clari¬ 
fications,  or  additional  requirements. 

The  issues  raised  and  the  Commis¬ 
sioner’s  conclusions  are  as  follows: 

1.  Two  comments  argued  that  the  Food 
and  Drug  Administration  had  no  au¬ 
thority  for  the  proposed  regulation  under 
the  Federal  Food,  Drug,  and  Cosmetic 
Act,  and  that  there  was  no  indication  in 
the  legislative  history  that  Congress  In¬ 
tended  to  grant  authority  to  the  Com¬ 
missioner  to  promulgate  substantive  reg¬ 
ulations.  The  two  comments  contended 
that  neither  section  602(a)  nor  section 
201  (n)  or  701(a)  of  the  act  authorizes 
the  promulgation  of  standards  for  testing 
cosmetic  products,  and  any  test  method 
that  demonstrates  that  a  product  is 
hypoallergenic  is  acceptable  imder  the 
law. 

The  Commissioner  concludes  that  sec- 
ti<m  701(a)  of  the  act  authorizes  promul¬ 
gation  of  substantive  regulations.  The 
Supreme  Court  reiterated  in  a  decision  in 
1973  its  earlier  holdings  that  similar 
language  in  other  statutes  grants  broad 
authority  to  issue  regulations  reasonably 
related  to  the  purposes  of  the  legislation. 


(See  Mourning  v.  Family  Publications 
Service,  Inc.,  411  UJ5.  356  (1973) ;  see  also 
National  Petroleum  Refiners  Association 
V.  F.T.C..  482  P.  2d  672  (D.C.  Cir.  1973) .) 
The  application  of  this  general  rule  to 
the  F^eral  Pood,  Drug,  and  Cosmetic 
Act  is  indicated  by  decisions  that  have 
upheld  regulations  issued  imder  the  au¬ 
thority  of  section  701(a)  of  the  act.  (See, 
e.g.,  Weinberger  v,  Hynson,  Westcott  & 
Dunning.  Inc.,  412  U.S.  609  (1973);  Na¬ 
tional  Nutritional  Foods  Ass’n  v.  Wein¬ 
berger,  No.  74-1738  (2d  Cir.  February  3, 
1975) ;  CIBA-Geigy  Corp.  v.  Richardson, 
446  P.  2d  466  (2d  Cir.  1971).) 

The  regulation  defining  the  term  “hy¬ 
poallergenic”  in  cosmetic  labeling  is  di¬ 
rectly  related  to  the  purposes  of  the  act. 
There  is  general  agreement  that  the  term 
“hypoallergenic,”  as  it  is  used  today  by 
the  cosmetic  industry,  does  not  have  a 
uniform  and  well-defined  meaning 
among  cosmetics  manufacturers.  The 
comments  received  in  response  to  the 
proposed  definition  confirm  this  obser¬ 
vation. 

Ambiguity  or  Inconsistency  in  the  use 
of  a  term  in  labeling  is  misleading  to  the 
user  of  a  product.  Section  602(a)  of  the 
act  states  that  a  cosmetic  shall  be 
deemed  to  be  misbranded  if  its  labeling  is 
false  or  misleading  in  any  particular.  The 
Commissioner  concludes  that  he  is  au¬ 
thorized  to  define  the  term  “hypoaller¬ 
genic”  for  use  in  product  labeling  in  a 
meaningful  and  tmiform  way. 

The  authority  to  promulgate  testing 
standards  exists  when  the  results  of  test¬ 
ing  are  implied  by  a  labeling  claim.  No 
manufacturer  is  obliged  to  label  his  prod¬ 
uct  as  “hypoallergenic”  or  otherwise 
refer  to  its  relative  frequency  of  adverse 
reactions.  If  he  chooses  to  do  so.  the 
Commissioner  may  set  standards  to  as¬ 
sure  that  its  use  is  not  false  or  mislead¬ 
ing.  The  requirement  that  the  difference 
betwreen  the  conventional  product  and 
the  product  labeled  “hypoallergenic” 
must  be  statistically  significant  and  the 
provisions  concerning  the  reference 
product,  the  validity  of  the  claim,  and 
related  requirements  are  necessary  ele¬ 
ments  in  a  definition  of  a  claim  that  is 
inherently  a  comparison  to  other 
products. 

The  Commissioner  concurs  that  any 
dermatological  testing  method  that  dem¬ 
onstrates  that  a  cosmetic  Is  hypoaller¬ 
genic  is  acceptable  if  the  determination 
of  hypoallergenlclty  satisfies  the  defini¬ 
tion  (ff  the  regulation.  The  Commissioner 
expressed  this  viewpoint  in  the  proposed 
regulation  and  has  adopted  this  concept 
in  the  final  order.  There  are  many  dema- 
tological  testing  methods  that  may  be 
utilized  for  the  determination  of  adverse 
reactions  in  human  subjects.  The  data 
derived  from  these  tests  are  useful  for 
the  determination  of  hypoallergenlclty  in 
accordance  with  the  definition  estab¬ 
lished  in  this  order. 

2.  Comments  questioned  whether  use 
of  the  term  “hsrxiallergenic”  should  be 
permitted  at  all;  they  demanded  that  it 
be  banned  because  most  consumers  do 
not  have  allergies,  or  hypoallergic  prod¬ 
ucts  do  not  exist,  or  allergic  Individuals 
are  not  helped  by  these  products.  Other 


comments  stated  that  these  products  are 
usually  overpriced  or  that  they  repre¬ 
sent  just  another  form  of  advertising. 

The  Commissioner  does  not  agree  with 
the  contention  that  the  term  “hypo¬ 
allergenic”  should  be  prohibited.  The 
Commissioner  stated  in  the  preamble  to 
the  proposed  definition  that  there  may 
well  be  instances  when  a  claim  that  a 
product  causes  fewer  adverse  reactions 
than  competing  products  is  valid.  In  ad¬ 
dition,  no  data  or  information  was  sub¬ 
mitted  that  demonstrated  the  hypoaller- 
genics  do  not  exist.  If  a  product  is  tested 
in  accordance  with  the  requirements  of 
the  regulation  and  meets  the  criteria  for 
a  h3qx>allergenic  cosmetic,  all  consumers 
may  benefit  from  that  product  because  it 
has  been  demonstrated  that  the  product 
is  less  likely  to  cause  adverse  reactions. 
The  assurance  of  significantly  lower  po¬ 
tential  for  harm  justifies  the  use  of  the 
term  where  it  can  be  substantiated 
through  dermatological  testing. 

The  Commissioner  agrees  that  the 
term  may  currently  be  misused  in  label¬ 
ing  and  advertising  because  of  the  lack 
of  a  uniform  and  well-defined  meaning 
or  because  of  a  lack  of  data  in  support 
of  the  claim.  This  regulation,  defining 
the  term  “hypoallergenic”  in  a  uniform 
and  meanin^ul  manner,  is  intended  to 
correct  this  misuse.  In  addition,  the 
Commissioner  has  revised  the  proposed 
regulatipn  to  require  that  the  meaning  of 
the  term  “hypoallergenic”  be  explained 
to  the  consumer  when  it  appears  in  label¬ 
ing.  The  required  explanation  of  the 
term  in  labeling  will  permit  the  con¬ 
sumer  to  make  an  informed  decision 
about  the  relative  safety  of  a  cosmetic 
labeled  “hypoallergenic.”  TTie  C(Mnmls- 
skmer  concludes,  therefore,  that  the 
term  “hypoallergenic”  as  defined  in  this 
order  is  not  misleading. 

3.  Comments  contended  that  the  pro¬ 
posed  definition  does  not  eliminate  harm¬ 
ful  or  poisonous  products,  and  that  it 
does  not  permit  consumers  to  make  an 
informed  decision  about  the  safety  of 
cosmetics  or  permit  allergic  or  sensitive 
persons  to  protect  themselves  against 
allergenic  or  irritating  products.  These 
comments  preferred  ingredient  labeling 
as  an  alternative  to  use  of  the  term 
“hypoallergenic.”  One  comment  recom- 
m^ded,  in  addition  to  ingredient  label¬ 
ing,  that  the  safety  problem  be  resolved 
by  premarketing  clearance  of  products 
and  Injury  reporting  by  physicians. 

TTie  comment  criticizing  the  proposed 
regulation  because  it  failed  to  provide 
for  elimination  of  harmful  or  poisonous 
products  in  cosmetics  is  beyond  the  scope 
of  the  proposal.  This  regulation  does  not 
attempt  to  solve  all  problems  concern¬ 
ing  cosmetic  safety,  but  rather  deals  only 
with  certain  labeling  claims.  Neverthe¬ 
less,  the  adoption  of  this  regulation  will 
aid  In  enforcement  of  the  provision  in 
section  601(a)  of  the  act  deeming  adul¬ 
terated  any  cosmetic  containing  any  poi¬ 
sonous  or  deleterious  substance  that  may 
render  It  Injurious  to  users.  Testing  done 
pursuant  to  this  regulation  will  expose 
products  and  ingredients  that  produce  a 
relatively  high  frequency  of  adverse  re¬ 
actions.  When  the  results  of  such  test- 
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Ing  are  submitted  to  the  Food  and  Drug 
Administration  to  support  a  claim  of 
hypoallergenicity,  the  Food  and  Drug 
Administration  will  obtain  data  on  the 
safety  of  cosmetics  that  it  would  not 
otherwise  have.  The  Commissioner  con¬ 
cludes,  therefore,  that  the  safety  of  cos¬ 
metics  will  be  Improved  by  permitting 
use  of  the  term  “hypoallergenic”  or  re¬ 
lated  terms  imder  conditions  that  require 
testing  against  competitive  products. 

In  regard  to  the  recommendations  for 
ingredient  labeling,  the  Commissioner 
advises  that  21  cm  701.3,  made  effective 
by  an  order  published  in  the  Federal 
Register  of  March  3,  1975  (40  FR  8924), 
makes  the  declaration  of  ingredients 
mandatory  for  all  cosmetics.  However, 
the  Commissioner  has  no  authority  un¬ 
der  the  act  to  require  the  premarketing 
clearance  of  cosmetics  or  to  require  phy¬ 
sicians  to  report  cosmetic-related  inju¬ 
ries  to  the  agency. 

4.  The  majority  of  comments  contend¬ 
ed  that  there  was  a  definite  need  for  hy¬ 
poallergenic  products  because  these 
products  only  rarely  cause  adverse  reac¬ 
tions  as  compared  to  other  cosmetics, 
and  because  the  manufacturers  of  “hy¬ 
poallergenic”  cosmetics  offer  an  impor¬ 
tant  service  to  physicians  by  making 
available  ingredient  information  and 
providing  test  samples  of  ingredients  and 
mixtures  of  components  for  patch  test¬ 
ing.  FHirthermore,  it  was  argued  that  the 
niunber  of  ingredients  in  these  products 
Is  kept  to  a  minimum  to  reduce  further 
the  probability  of  allergic  reaction.  One 
comment  asserted  that  doing  away  with 
the  term  “hypoallergenic”  would  be  det¬ 
rimental  to  cosmetic  safety  because  in¬ 
gredients  that  have  an  imacceptable 
level  of  irritancy  or  allergenicity  might 
then  be  used  to  improve  a  product’s  ele¬ 
gance  and  effectiveness. 

The  Commissioner  agrees  that  there 
Is  a  need  for  products  shown  by  scien¬ 
tific  studies  to  cause  significantly  fewer 
adverse  reactions  than  conventional 
products  of  the  same  usage  category. 
Cosmetics  that  meet  the  required  cri¬ 
teria  are  of  benefit  not  only  to  those 
with  special  dermatological  problems, 
but  to  all  consumers.  Consequently,  the 
Commissioner  encourages  the  continued 
marketing  of  truthfully  labeled  hypoal¬ 
lergenic  cosmetics. 

Furthermore,  the  Commissioner  is 
favorably  Impressed  with  the  special 
services  some  manufacturers  provide  to 
physicians,  and  he  invites  other  cosmetic 
manufactiu’ers  to  offer  similar  services  to 
physicians  and  consumers  alike.  Any  ad¬ 
ditional  effort  by  cosmetic  manufacturers 
that  provides  the  consumer  with  infor¬ 
mation  on  the  composition  and  usage  of 
a  product  and  its  possible  adverse  effects 
due  to  Inadvertent  or  deliberate  misuse 
furthers  consumer  safety  and  is  there¬ 
fore  encouraged  by  the  Commissioner. 

The  Commissioner  concludes,  however, 
that  the  availability  of  special  services  to 
physicians  is  not  properly  conveyed  by 
use  of  the  term  “hypoallergenic.”  The 
term  is  a  statement  of  comparison  to 
other  products  and  does  not  carry  the 
Imc^catlon  to  consumers  of  the  avail¬ 
ability  of  special  services  to  physicians. 


Manufacturers  are  free  to  continue  these 
special  services  and  may  inform  consum¬ 
ers  of  their  availability  in  labeling  that  is 
not  misleading. 

Much  of  the  information  now  provided 
by  manufacturers  of  “hypoallergenic” 
cosmetics  will  become  available  for  all 
cosmetics  when  the  requirement  of  21 
CFR  701.3  for  ingredient  declaration  be¬ 
comes  effective.  Meanwhile,  manufactur¬ 
ers  may  declare  the  ingredients  of  their 
products  voluntarily,  or  they  may  an¬ 
nounce  the  availability  of  an  ingredient 
declaration  in  a  labeling  statement  that 
is  not  misleading.  The  Commissioner  con¬ 
cludes,  however,  that  such  information 
is  not  appropriately  conveyed  through 
use  of  the  term  “hypoallergenic.” 

The  Commissioner  concludes  that 
there  is  no  basis  for  a  conclusion  that 
the  practice  of  keeping  the  number  of 
ingredients  in  products  labeled  as  “hypo¬ 
allergenic”  to  a  “minimum”  in  fact  re¬ 
sults  in  a  safer  product.  At  least  one  in¬ 
vestigator  has  noted  that  reducing  the 
number  of  ingredients  in  a  cosmetic  prod¬ 
uct  may  increase  its  potential  for  adverse 
reactions  because  the  ingredients  used 
are  consequently  at  higher  concentra¬ 
tions.  A  copy  of  the  scientific  literature 
reflecting  this  viewpoint  is  on  file  with 
the  Hearing  Clerk,  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20852. 

The  Commissioner  concludes  that  less 
use  of  the  term  “hypoallergenic,”  result¬ 
ing  from  inability  of  manufacturers  to 
substantiate  the  claim,  will  not  be  detri¬ 
mental  to  cosmetic  safety.  Whatever  dif¬ 
ferences  may  have  existed  between  “hy¬ 
poallergenic”  products  and  products  not 
so  labeled  when  the  term  was  first  used 
by  cosmetic  manufacturers  have  greatly 
diminished  over  the  years.  Evidence  in 
support  of  this  conclusion  is  on  file  in  the 
office  of  the  Hearing  Clerk.  Advances  in 
cosmetic  science  and  technology  and  in 
toxicology  and  the  availability  of  uniform 
and  high  quality  raw  materials  at  rea¬ 
sonable  costs  have  enabled  cosmetic  man¬ 
ufacturers  to  identify  and  eliminate  from 
their  products  most  raw  materials  known 
to  cause  a  relatively  high  frequency  of 
adverse  reactions.  These  changes  have 
taken  place  throughout  the  cosmetic  in¬ 
dustry  and  have  not  limited  to  products 
labeied  as  “hypoallergenic.”  The  Com¬ 
missioner  concludes  that  the  testing  re¬ 
quired  by  this  regulation  to  validate  the 
hypoallergenic  claim  may  result  in  less 
use  of  the  term  “hypoallergenic”  but  wlU 
not  lead  to  a  reversal  of  the  trend  to¬ 
wards  safer  cosmetics,  in  the  event  that 
some  products  ciurently  labeled  as  “hy¬ 
poallergenic”  are  unable  to  prove  the 
validity  of  the  claim. 

Moreover,  the  Commissioner  notes  that 
false  or  misleading  labeling  can  make  an 
otherwise  safe  cosmetic  unsafe  by  mis¬ 
informing  the  consumer  about  the  vir¬ 
tues,  usage,  or  limitations  of  a  product. 
Products  labeled  as  “hypoallergenic”  are 
often  purchased  by  persons  with  a  his¬ 
tory  of  dermatolo^cal  problems  on  the 
assumption  that  they  are  safer.  Accord¬ 
ingly.  the  potential  for  Injury  is  greater 
because  t^  products  being  labeled  as 
“hypoallergenic”  may  Induce  those  per¬ 


sons  to  be  less  careful  in  using  them  than 
they  would  be  if  the  products  were  not 
so  labeled.  Consequently,  the  Commis¬ 
sioner  concludes  that  the  safety  of  cos¬ 
metics  is  improved  by  the  definition 
adopted  if  the  claim  of  hypoallergenicity 
is  thereby  eliminated  from  the  labeling 
of  products  that  are  not  in  fact  hypo¬ 
allergenic. 

Against  the  unlikely  decline  in  cos¬ 
metic  safety  conjectured  in  the  comment 
as  possible,  the  Commissioner  must 
weigh  the  clear  detriment  to  consumers 
from  the  current  misleading  uses  of  the 
term.  The  Commissioner  concludes  that 
the  requirements  adopted  in  this  regu¬ 
lation  as  prerequisite  to  use  of  the  term 
“hypoallergenic”  and  related  terms  are 
appropriate.  * 

5.  Several  comments  recommended 
that  the  term  “hypoallergenic”  be  ex¬ 
plained  to  the  consumer  on  the  label  be¬ 
cause  the  general  public  is  not  familiar 
with  its  definition.  It  was  argued  that  the 
survey  by  the  Field  Research  Corp.  con¬ 
ducted  for  the  FTC  during  October  1973 
in  California  demonstrates  the  misun¬ 
derstanding  and  confusion  about  the 
meaning  of  the  term  “hypoaliergenic.” 
P\irthermore,  it  was  argued  that  the 
consumer  does  not  infer  from  the  word 
“hypoallergenic”  that  the  product  was 
test^  against  similar-use  products  rep¬ 
resenting  a  10-percent  market  share. 
One  comment  suggested  that  consumers 
interpret  the  term  to  mean  that  the 
manufacturer  has  data  showing  “removal 
of  all  sensitizing  ingredients”  and  not  to 
mean  less  likelihood  of  causing  adverse 
reactions  based  on  a  comparison  with 
other  products.  Several  comments  en¬ 
dorsed  the  FTC  proposal  of  an  explan¬ 
atory  label  statement. 

The  Commissioner  agrees  that  there  is 
a  need  to  explain  to  the  consumer  the 
meaning  of  the  term  “hsrpoallergenic” 
because  there  is  public  confusion  about 
the  use  of  this  term  in  labeling.  F^irther- 
more,  the  term  “hypoallergenic”  does  not 
inform  the  user  that  the  comparison  test¬ 
ing  required  prior  to  use  of  the  term  does 
not  provide  him  with  assurance  that  he. 
will  not  experience  an  adverse  reactiofi 
when  he  uses  the  product.  The  Commis¬ 
sioner  concludes  that  the  consumer 
should  be  made  aware  of  the  precise 
meaning  of  the  term.  The  meaning  of 
the  term  is  a  material  fact  which  the 
Commissioner  may  require  to  be  dis¬ 
closed  pursuant  to  sections  201  (n)  and 
602(a)  of  the  act.  Awareness  that  a  re¬ 
action  may  still  occiu*  from  the  use  of  a 
hypoallergenic  product,  though  less  like¬ 
ly  than  from  a  conventional  product,  is 
of  particular  importance  to  the  user  with 
a  history  of  adverse  reactions  because 
he  is  more  likely  to  purchase  products 
labeled  as  “h3rpoallergenlc”  and  must  be 
cautioned  that  the  absence  of  adverse 
reaction  cannot  be  guaranteed.  The 
Commissioner  has.  therefore,  adopted 
the  recommendation  for  requiring  an  ex¬ 
planatory  statement  in  the  labeling  of 
cosmetic  products  when  the  term  “hypo¬ 
allergenic”  or  a  similar  term  is  used. 

The  Commissioner  concludes  that  the 
explanatory  statement  “less  llk^  to 
cause  adverse  reactions  than  some  com- 
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peting  products”  will  inform  the  user  of 
a  hypoallergenic  product  of  the  meaning 
of  the  term.  By  implication,  the  consumer 
is  advised  that  further  safeguards  are  ap¬ 
propriate  when  using  a  hypoallergenic 
product,  as  for  example,  careful  study  of 
the  ingredient  declaration  to  determine 
whether  or  not  the  cosmetic  contains  an 
ingredient  to  which  he  knows  he  is  aller¬ 
gic.  The  regulation  requires  that  the 
statement  ‘‘less  likely  to  cause  adverse 
reactions  than  some  competing  prod¬ 
ucts”  appear  immediately  following  or 
directly  below  the  word  “hypoallergenic” 
and  that  it  be  conspicuous  and  prominent 
compared  to  other  words  or  statements. 
The  explanation  is  required  to  appear 
onee  in  each  article  of  labeling,  except 
that  where  the  term  “hsrpoallergenic” 
apiJears  both  on  a  principal  display  panel 
and  elsewhere  on  a  package,  the  expla¬ 
nation  must  appear  in  both  places. 

6.  One  comment  asserted  that  the 
Commissioner  was  inconsistent  in  the 
preamble  to  the  proposed  definition  by 
indicating  first  that  there  is  confusion 
about  the  meaning  of  the  term  “hsTso- 
allergenic”  and  stating  later  that  the 
term  “hypoallergenic”  means  to  the  con¬ 
sumer  that  the  product  causes  fewer  ad¬ 
verse  reactions. 

The  Commissioner  does  not  agree  that 
an  inconsistency  exists  in  the  preamble 
in  regard  to  the  meaning  of  the  term 
“hypoallergenic.”  In  the  first  instance 
cited  the  Commissioner  stated  that  “it  is 
apparent  that  there  is  substantial  xmcer- 
tainty  and  confusion  about  the  meaning 
of  the  term  ‘hypoallergenic,’  and  that  a 
significant  niunber  of  persons  believe 
that  it  means  that  a  product  wiU  result 
in  fewer  reactions  of  all  types,  without 
distinguishing  among  them.”  In  the  sec¬ 
ond  reference  cited,  the  Commissioner 
reiterates  what  the  term  means  to  a  sig¬ 
nificant  number  of  persons  by  stating 
that  “the  term  ‘hypoallergenic’  means  to 
the  consumer  that  the  product  causes 
fewer  adverse  reactions  •  •  The  Com¬ 
missioner  believes  that  consumers  do  not 
have  a  single  understanding  of  the  mean¬ 
ing  of  the  term  “hypoallergenic,”  but,  as 
indicated  by  the  results  of  the  FTC  sur¬ 
vey.  a  significant  number  believe  that  It 
means  that  the  product  so  labeled  will 
result  in  fewer  adverse  reactions. 

7.  Several  definitions  not  involving 
comparison  testing  were  suggested  for 
the  term  “hypoallergenic.”  Some  com¬ 
ments  cited  the  definitions  in  Blackiston’s 
second  and  third  editions  of  the  New 
Gould  Medical  Dictionary,  l.e.,  “•  •  •  a 
term  applied  to  a  preparation  In  which 
every  possible  care  has  been  taken  in  for¬ 
mulation  and  production  to  insure  mini¬ 
mum  Instance  of  allergic  reaction”  (2d 
ed.)  and  “having  a  low  tendency  to  In¬ 
duce  allergic  reactions,  especially  with 
reference  to  dermatologic  preparations  so 
formulated  and  produced  as  to  have  this 
quality  to  a  high  degree”  (3d  ed.).  The 
comments  contended  that  when  a  prod¬ 
uct  meets  these  criteria,  it  should  be  per¬ 
mitted  to  make  a  hypoallergenic  claim. 
One  c(»nment  recommended  that  the 
word  “allergic”  be  replaced  with  “epl- 

,  dermal”  In  that  definition. 
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One  comment  proposed  that  the  term 
be  defined  as  a  product  “especially  de¬ 
signed,  formulated,  tested,  marketed  and 
monitored  to  meet  her  (the  consumer’s) 
need,”  i.e.,  “for  the  purpose  of  minimiz¬ 
ing  allergic  response  and  for  minimum 
irritancy  in  people  with  a  history  of  al¬ 
lergic  reactions,  and  to  reduce  the  risk 
of  allergic  induction  to  the  normal 
population.” 

Other  comments  asserted  that  the  fol¬ 
lowing  conditions  exist  for  the  term  “hy¬ 
poallergenic”  to  be  valid:  Irritants  and 
ingredients  with  suspected  allergenic  po¬ 
tential  are  omitted  from  the  formulation, 
the  product  is  subjected  to  predictive 
skin  testing,  dermatological  services  are 
made  available  to  physicians,  a  formu¬ 
lary  is  published,  and  adverse  reactions 
are  reported  voluntarily  to  the  Food  and 
Drug  Administration.  One  comment 
stated  that  to  the  consumer  the  term 
“hypoallergenic”  means  the  manufac¬ 
turer  is  testing  his  product  more  thor¬ 
oughly. 

The  Commissioner  notes  that  the  di¬ 
versity  of  definitions  of  the  term  “hypo¬ 
allergenic”  provided  in  the  comments 
confirms  his  observation  in  the  preamble 
“hypoallergenic”  means  the  manufac- 
as  it  is  used  today  by  the  cosmetic  indus¬ 
try  does  not  have  a  \miform  and  well- 
defined  meaning.  Other  evidence  con¬ 
firming  the  observation  is  on  file  in  the 
office  of  the  Hearing  Clerk.  Furthermore, 
none  of  the  definitions  in  the  comments 
adopts  a  meaning  consistent  with  the 
comparative  connotations  of  the  term 
as  defined  in  ordinary  dictionaries  and 
shared  by  a  significant  number  of  con¬ 
sumers,  and  implicit  in  any  unexplained 
claim  concerning  a  product’s  safety. 

In  addition,  the  Cmnmlssioner  notes 
that  the  definitions  are  based  on  an  im- 
derstanding  of  the  term  by  a  small  num¬ 
ber  of  people  or  refiect  a  particular  cos¬ 
metic  manufactiu^r’s  use  of  the  term. 
In  no  case  did  a  manufacturer  demon¬ 
strate  through  submitted  data  or  infor¬ 
mation  that  consumers  share  his  under¬ 
standing  of  the  term. 

The  Commiss’ioner  concludes  that  the 
definitions  in  Blackiston’s  New  Gould 
Medical  Dictionary  are  inappropriate  for 
defining  the  term  “hypoallergenic”  as  it 
is  used  in  cosmetic  labeling.  Definitions 
that  may  be  appropriate  for  the  medical 
sciences  are  not  necessarily  appropriate 
for  labeling  intended  for  lay  consumers. 
In  considering  whether  labeling  is  false 
or  misleading,  the  Commissioner  must 
consider  whether  it  may  be  false  or  mis¬ 
leading  to  the  general  public.  The  Com¬ 
missioner  notes,  however,  that  both 
definitions  from  Blackiston’s  dictionaries 
discern  the  comparative  nature  of  the 
hyp^dlergenic  claim.  Both  definitions 
clearly  imply  a  comparison  to  what  would 
otherwise  be  expected  to  be  encoimtered 
by  physicians,  l.e.,  conventional  products 
causing  a  higher  frequency  of  adverse 
reactions.  The  Commissioner  therefore 
concludes  that  the  definition  adopted  in 
this  regulation  is  entirely  consistent  with 
the  thrust  of  the  definitions  in  Black¬ 
iston’s  dictionaries.  The  Commissioner 
notes  that  the  American  Medical  As¬ 


sociation  Committee  on  Cutaneous 
Health  and  Cosmetics  has  recommended 
that  use  of  the  term  “hypoallergenic”  on 
cosmetics  be  discontinued  since  it  no 
longer  has  a- well-defined  meaning.  The 
statement  of  the  American  Medical  As¬ 
sociation  on  this  subject  is  on  file  in  the 
officer  of  the  Hearing  Clerk. 

The  comments  contending  that  the 
term  “hypoallergenic”  is  justified  when 
(1)  irritants  and  ingredients  with  sus¬ 
pected  allergenic  potential  are  omitted 
from  a  formulation,  (2)  the  product  is 
subjected  to  predictive  skin  testing,  (3) 
the  ingredients  are  declared  in  labeling, 
(4)  the  physician  is  offered  samples  for 
patch  testing,  and  (5)  the  adverse  reac¬ 
tions  are  reported  to  the  Food  and  Drug 
Administration,  also  fail  to  establish  a 
meaningful  distinction  between  hypo¬ 
allergenic  and  conventional  products. 
Responsible  cosmetic  manufacturers  of 
products  not  labeled  “hypoallergenic” 
have  adopted  these  procedures  as  good 
business  practice.  A  manufacturer  may 
include  in  product  labeling  a  nonmis¬ 
leading  description  of  such  business  prac¬ 
tices,  but  the  use  of  such  practices  is  not 
conveyed  by  the  term  “hypoallergenic.” 

8.  A  number  of  comments  opposed  the 
aspect  of  the  proposed  definition  re¬ 
quiring  comparison  to  other  products. 
As  an  alternative  to  the  proposed  method 
of  comparison  testing,  these  comments 
favored  comparing  cosmetics  sought  to 
be  labeled  as  “hypoallergenic”  to  an  “ob¬ 
jective”  or  “normal”  standard  without 
reference  to  another  product.  Such  com¬ 
ments  recommended  a  variety  of  widely 
used  animal  and  human  testing  methods 
as  the  standard.  It  was  contended  that 
a  product  meeting  certain  criteria  for 
irritation  and  sensitization  in  such  tests 
established  by  regulation  should  be  per¬ 
mitted  to  use  the  term  “h3rpoaUergenic” 
because  they  thereby  demonstrate  a  low 
potential  for  adverse  reactions.  Three 
comments  suggested  that  “hypo”  means 
“under”  or  “less  than  normal”  in  rela¬ 
tion  to  an  “objective  standard”  that 
means  certain  “objective  testing  pro¬ 
cedures,”  instead  of  the  reference  prod¬ 
uct  criterion  used  in  the  proposed  rule. 

The  Commissioner  does  not  oppose  the 
concept  of  establishing  testing  specifica¬ 
tions  imrelated  to  comparison  testing  if 
such  specifications  could  ascertain  those 
products  (fusing  significantly  fewer  ad¬ 
verse  reactions  than  other  marketed 
products.  As  the  preamble  to  the  pro¬ 
posed  regulation  noted,  however,  “There 
is  currently  no  uniformly  accepted  scien¬ 
tific  reference  standard  against  which 
the  reactions  resulting  from  diverse  cos¬ 
metic  product  formulations  and  usaies 
can  be  assessed.  This  product  diversity 
dictates  that  each  cosmetic  usage  must 
have  its  own  standard.”  In  the  absence 
of  scientifically  valid  and  uniformly  ac- 
c^ted  reference  standards  based  on 
toxicological  data  of  particular  categories 
of  cosmetic  products  against  which  the 
dermal  toxicity  of  particular  products 
sought  to  be  labeled  “hypoallergenic” 
could  be  assessed,  the  only  available 
standard  is  toxicological  data  obtained 
from  testing  competitive  products.  None 
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of  the  comments  presented  any  specifi¬ 
cations  that  would  identify  as  “hypo¬ 
allergenic”  the  same  products  as  woiild 
comparative  testing.  Instead,  the  com¬ 
ments  proposed  conventional  toxicolog¬ 
ical  testing  methods  and  suggested  that  a 
product  achieving  certain  results  on 
these  tests  should  be  permitted*  to  be 
labeled  as  hypoallergenic.  The  recom¬ 
mended  standards  are  dermotologlcal 
testing  procedures  similar  to  the  ex¬ 
amples  of  testing  procedures  suggested 
In  the  preamble  to  the  proposed  regula¬ 
tion  as  useful  for  determining  irritation 
or  skin  sensitization.  No  reference  is 
made  in  the  recommended  standards  to 
any  marketed  product,  and  the  comments 
did  not  suggest  any  minimum  testing  re¬ 
quirements  that,  when  met,  would  dem¬ 
onstrate  that  Uie  test  product  causes 
significantly  fewer  adverse  reactions 
than  conventional,  similar-use  products. 

■Hie  Commissioner  rejects  the  sugges¬ 
tion  that  the  term  “hypoallergenic”  is 
properly  regarded  as  comparing  a  product 
to  a  “normal”  or  “objective”  standard 
consisting  of  a  series  of  conventional 
toxicological  testing  methods,  because 
they  are  not  related  to  currently  mar¬ 
keted  products.  Hypoallergenicity  testing 
standards  must  be  properly  related  to 
toxicological  testing  data  of  marketed 
products  and  must  not  represent  mini¬ 
mum  testing  requirements  chosen  with¬ 
out  reference  to  the  current  state  of  cos¬ 
metic  product  safety.  As  the  preamble  to 
the  proposed  regulation  noted,  PTC  case 
law  holds  that  an  imqualified  compara¬ 
tive  term  connotes  a  comparison  to  other 
utmiiftr  products.  The  Commissioner 
agrees  that  this  case  law  properly  assesses 
the  connotation  of  comparative  terms. 
Consequently,  it  would  be  inappropriate 
to  define  use  of  the  term  “hypoaller¬ 
genic”  in  a  way  that  does  not  relate  the 
labeled  product  to  other  products.  The 
Commissioner  notes  that  under  the  pro¬ 
posed  “objective”  standard  every  product 
on  the  market  could  be  formulate  to  be 
sold  as  hypoallergenic.  The  use  of  the 
term  under  such  a  situation  would  be 
grossly  misleading.  The  PTC  survey,  dis¬ 
cussed  In  paragraph  5.-  above,  demon¬ 
strates  that  constimers  understand  the 
term  “hypoallergenic”  to  mean  that  the 
product  is  expected  to  cause  fewer  ad¬ 
verse  reactions  than  other  products.  A 
deflnltlcm  that  would  permit  all  products 
In  a  class  to  qualify  as  “hypoallergenic” 
does  not  conform  to  consumer  under¬ 
standing  or  to  the  dictionary  definition 
of  the  prefix  “hypo”  and  must  be  re¬ 
jected. 

9.  A  niunber  of  comments  Included 
other  arguments  against  the  prescribed 
comparison  testing.  Some  comments 
stated  that  additional  testing  is  not  war¬ 
ranted;  some  stated  that  the  proposed 
testing  does  not  prove  the  hypoallergen¬ 
icity  of  a  product;  some  stated  that  the 
testing  requirements  are  likely  to  In¬ 
crease  misuse  of  the  term  rather  than 
lessen  It;  some  stated  that  it  is  difficult 
to  enfmrce  or  impossible  to  reg\ilate  the 
testing;  and  some  stated  that  compara¬ 
tive  testing  is  comparable  to  proof  of 
“relative  efficacy,”  a  concept  which  Con¬ 
gress  rejected  in  1962  as  unnecessary  to 


demonstrate  the  effectiveness  of  drugs. 
Other  comments  contended  that  compar¬ 
ison  testing  is  unscientific,  imreasonable 
or  impractical  because  it  establishes  a 
shifting  and  imprecise  standard  of  com¬ 
parison  in  view  of  frequent  formulation 
changes  due  to  ingredient  shortages  and 
changes  in  fashion.  Another  comment  in¬ 
dicated  that  comparison  testing  is  illogi¬ 
cal  because  when  the  sales  leader  and 
“hypoallergenic”  test  product  have 
equally  low  numbers  of  adverse  reac¬ 
tions,  neither  can  claim  to  be  hypoaller¬ 
genic.  A  further  comment  argued  that 
comparison  testing  is  illegal,  counter¬ 
productive,  and  not  in  accordance  with 
recognized  testing  procedures. 

The  Commissioner  concludes  that 
the  appropriate  method  to  determine 
whether  a  product  labeled  “hypoaller¬ 
genic”  produces  fewer  adverse  reactions 
than  similar-use,  conventional  products 
is  to  conduct  appropriate  scientific  stud¬ 
ies  with  the  test  product  and  a  sample 
of  the  conventional  products,  i.e.,  refer¬ 
ence  product  (s) ,  and  investigate  whether 
the  test  product  causes  fewer  adverse  re¬ 
actions  than  the  reference  product(s). 
If  it  is  shown  in  dermatological  testing 
that  the  hypoallergenic  product  causes 
significantly  fewer  reactions  than  the 
reference  product  under  the  same  condi¬ 
tions  of  testing,  it  may  be  assumed  that 
it  also  produces  fewer  reactions  under 
use  conditions.  Consequently,  the  Com¬ 
missioner  concludes  that  comparison 
testing  is  a  valid  method  of  testing  for 
that  purpose.  For  the  same  reason,  the 
Commissioner  rejects  the  arguments 
that  comparison  testing  is  counter-pro¬ 
ductive  or  is  against  the  fundamental 
principle  of  testing  by  following  recog¬ 
nized  testing  protocols. 

The  Commissioner  concludes  that  com¬ 
parative  testing  is  not  impossible  to  en¬ 
force.  The  requirement  that  test  data 
and  other  Information  be  submitted  to 
the  Food  and  Drug  Administration  and 
the  availability  of  these  records  to  the 
public  will  assist  greatly  in  the  enforce¬ 
ment  of  this  order  by  permitting  inter¬ 
ested  persons  to  examine  the  data  and 
to  duplicate  the  tests  and  confirm  the 
results. 

The  Commissioner  concludes  that  com¬ 
parison  testing  is  not  Inappropriate  be¬ 
cause  the  standard  of  comparison 
“shifts”  as  the  formulations  of  marketed 
products  change.  Since  the  term  “hypo¬ 
allergenic”  is  properly  used  only  as  a 
comparison  to  other  marketed  products. 
It  is  entirely  appropriate  that  the  refer¬ 
ence  standard  should  change  as  the  na¬ 
ture  of  marketed  products  change.  As 
the  market  changes,  particular  reference 
products  may  be  reformulated  or  dis¬ 
continued,  but  this  fact  does  not  make 
comparison  testing  inappropriate.  As  dis¬ 
cussed  in  this  preamble  in  paragraph 
19,  a  particular  reference  product  is 
likely  to  be  similar  in  safety  to  other 
marketed  products.  Consequently,  data 
obtained  from  testing  against  a  partic¬ 
ular  reference  product  retain  validity 
after  the  product  is  reformulated  or  dis¬ 
continued,  and  a  claim  based  on  such 
data  is  not  unscientific.  However,  since 
the  characteristics  of  the  market  will 


eventually  change  substantially,  the  reg¬ 
ulation  imposes  a  5-year  limit  on  use  of 
any  test  result  data  as  the  basis  for  a 
claim  of  hypoallergenicity. 

The  Commissioner  does  not  agree  with 
the  argument  that  comparison  testing 
is  illogical  because  when  the  reference 
product  and  test  product  have  equally 
low  numbers  of  adverse  reactions,  neither 
can  claim  to  be  hypoallergenic.  “Hypo¬ 
allergenic”  is  a  comparative  claim  and 
is  not  appropriately  used  unless  there  are 
identified  products  less  safe  than  the 
product  making  the  claim.  Under  the 
regulation,  both  such  products  could 
make  a  hypoallergenic  claim  if  they  were 
each  tested  against  products  constituting 
10  percent  of  the  market  and  shown  to 
cause  significantly  fewer  adverse  reac¬ 
tions. 

Finally,  the  Commissioner  concludes 
that  the  rejection  of  the  concept  of  “rela¬ 
tive  efficacy”  by  Congress  in  1962  regard¬ 
ing  drugs  has  no  bearing  on  the  concept 
of  comparative  testing  in  the  case  of 
hypoallergenic  cosmetics.  The  Drug 
Amendments  of  1962  relate  to  the  re¬ 
quired  proof  of  efficacy  to  permit  market¬ 
ing,  not  to  labeling  claims  comparing  the 
labeled  product  to  another  product.  The 
Conunissioner  advises  that  a  drug  may 
not  make  a  labeling  claim  asserting  an  ' 
advantage  over  other  products  without 
proof  of  its  superiority;  in  the  same  way, 
this  regulation  will  require  proof  in  re¬ 
spect  to  cosmetics. 

10.  Comments  contending  that  “hsrpo- 
allergenic”  is  properly  used  on  the  label 
of  a  product  meeting  certain  criteria  on 
standard  tests  argued  that  if  some  manu¬ 
facturers  choose  not  to  label  as  “hsqx)- 
allergenlc”  products  meeting  the  testing 
requirements,  the  right  of  other  manu¬ 
facturers  to  claim  hypoallergenicity  for  a 
product  must  not  be  impaired,  because  if 
that  right  is  denied.  Important  and  use¬ 
ful  information  is  withheld  from  the 
consumer.  Furthermore,  issue  was  taken 
to  comparison  testing  of  a  cosmetic 
against  a  competitive  product,  because 
the  reference  product  might  be  a  cos¬ 
metic  not  labeled  “hypoallergenic”  but 
meeting  the  same  requirements  of  an 
“objective  standard”  as  the  test  product 
claiming  hypoallergenicity.  Therefore, 
the  test  product  might  not  be  able  to 
demonstrate  a  lower  rate  of  adverse  re¬ 
actions  and  consequently  could  not  make 
the  hypoallergenic  claim. 

The  Commissioner  does  not  sigree  that 
the  consumer  Is  denied  Important  and 
useful  information  when  a  manufacturer 
cannot  claim  hypoallergenicity  because 
his  product  equals  but  does  not  exceed  in 
safety  other  similar-use  products.  As  is 
pointed  out  elsewhere,  the  term  “hypo¬ 
allergenic”  is  a  comparative  term,  and 
only  cosmetics  causing  significantly  few¬ 
er  adverse  reactions  than  competitive 
reference  products  are  permitted  to  make 
that  claim.  If  every  product  meeting  cer¬ 
tain  testing  criteria  were  permitted  to  be 
labeled  “hypoallergenic,”  the  term  would 
become  meaningless  and  misleading.  The 
admission  in  the  comments  that  numer¬ 
ous  products  not  currently  labeled  as 
“hypoallergenic”  would  qualify  as  such' 
under  the  proposed  “objective  standard” 
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simply  points  up  the  fact  that  there  is 
litle  difference  in  safety  among  cosmetics 
today,  and  much  current  use  of  the  term 
“hypoallergenic”  is  misleading. 

The  Commissioner  agrees  that  the  en¬ 
deavors  of  some  manufacturers  to  test 
thoroughly  and  improve  their  products  in 
the  interest  of  consumer  safety  reduce 
the  chances  for  other  manufacturers  to 
substantiate  a  claim  of  hypoallergenicity. 
These  endeavors  are  in  the  best  interest 
of  the  users  of  cosmetics,  and  the  Com¬ 
missioner  encourages  them. 

11.  Several  comments  expressed  the 
opinion  that  comparison  testing  creates 
a  highly  Insecure  market  for  these  prod¬ 
ucts,  that  it  means  the  end  of  cosmetics 
labeled  “hypoallergenic,”  and  that  it  is 
prohibitive  in  cost,  particularly  to  small¬ 
er  companies. 

The  Commissioner  notes  that  the  mar¬ 
ket  for  “hypoallergenic”  products  is  in¬ 
secure  only  if  the  continued  sales  of  the 
product  depend  on  the  claim  of  hsTo- 
allergenlcity  and  the  claim  is  disproved. 
In  such  circumstances,  the  Commissioner 
concludes  that  it  is  appropriate  that  a 
product’s  market  position  be  in  jeopardy; 
a  product  that  depends  upon  an  unprov- 
able  claim  for  its  sales  is  appropriately 
proceeded  against  under  the  misbranding 
provisions  of  the  act.  The  Commissioner 
concludes  that  the  disappearance  of  cos¬ 
metics  labeled  “hypoallergenic”  is  in  the 
Interest  of  consumers  if  such  claims  can¬ 
not  be  substantiated. 

The  Commissioner  recognizes  that 
cmnparlson  testing  will  result  in  addi¬ 
tional  costs  to  manufacturers  who  wish 
to  label  their  products  “hypoallergenic.” 
However,  any  label  statement  describing 
or  implying  superiority  over  other  prod¬ 
ucts,  which  has  not  been  adequately  sub¬ 
stantiated  through  appropriate  testing,  is 
In  violation  of  section  602  of  the  act. 

The  Commissioner  has  revised  the  pro¬ 
posed  regulation,  however,  to  permit  the 
costs  of  comparison  testing  to  be  reduced 
an>reciably  through  testing  of  composite 
formulations  that  are  representative  of 
several  test  products.  Such  testing  may 
be  conducted  whenever  the  composite 
formulations  can  be  used  in  toxicological 
testing  without  affecting  the  scientific 
Integrity  of  a  study. 

A  composite  formulation  is  a  specially 
prepared  testing  sample  that  is  repre¬ 
sentative  of  two  or  more  product  for¬ 
mulations  in  regard  to  qualitative  and 
quantitative  composition,  formulation 
system,  chemical  and  physical  qualities, 
and  toxicological  characteristics.  It  con¬ 
tains  all  the  ingredients  of  the  product 
formulations  it  represents,  and  with  the 
exception  of  the  most  predominant  in¬ 
gredient,  all  ingredients  are  present  at 
the  highest  level  found  in  any  of  the 
represented  products.  The  concentration 
of  the  most  predominant  ingredient  is 
reduced  by  the  amount  necessary  to  ac¬ 
commodate  the  quantitative  representa¬ 
tion  of  the  other  ingredients.  The  pi*es- 
ence  of  all  ingredients  of  several  product 
formulations  and  the  representation  at 
their  highest  concentration,  except  for 
the  most  predominant  one,  must  of 
coiurse  not  affect  the  nature  and  Integ¬ 


rity  of  the  formulation  system  common 
to  all  represented  product  formulations, 
and  it  must  not  change  significantly  the 
common  physical  and  chemical  proper¬ 
ties,  in  order  not  to  alter  the  toxicologi¬ 
cal  characteristics. 

A  typical  example  of  a  composite  for¬ 
mulation  is  a  specially  prepared  testing 
sample  representing  a  shade  line  of 
makeup  formulations  having  a  common 
base  and  different  color  additive  com¬ 
positions.  As  another  example,  a  shade 
series  of  hair  dye  products  having  a 
single  base  formula  and  consisting  of 
various  hair  dyes  may  also  be  repre¬ 
sented  by  a  composite  formulation.  In 
certain  instances,  the  formulations 
sought  to  be  tested  may  differ  chemi¬ 
cally,  as  for  example  three  shampoo  for¬ 
mulations  for  dry,  medium,  and  oily 
hair;  such  shampoo  products  may  be 
represented  by  one  composite  formula¬ 
tion  as  long  as  the  blending  of  the  vari¬ 
ous  ingredients  at  their  highest  concen¬ 
trations  does  not  affect  the  chemical  and 
physical  characteristics  common  to  all 
three  products.  Of  course,  any  combina¬ 
tion  of  Ingredients  undergoing  an  un¬ 
wanted  chemical  reaction,  or  any  com¬ 
bination  of  ingredients  where  uncer¬ 
tainty  exists  whether  or  not  the  ingre¬ 
dients  are  chemically  compatible,  would 
not  be  acceptable  as  a  composite  for¬ 
mulation  suitable  for  representation  of 
several  test  products  in  comparison 
studies.  For  example,  a  composite  prod¬ 
uct  representing  formulations  contain¬ 
ing  different  fragrance  compounds  would 
not  be  acceptable  for  comparison  studies. 

12.  One  comment  noted  that  the  hypo¬ 
allergenic  food  regulation  (21  CFR  125.8) 
does  not  require  comparative  testing. 

The  Commissioner  agrees  that  the 
regulation  concerning  label  statements 
on  hypoallergenic  food  does  not  require 
comparative  testing.  The  Commissioner 
recognizes  that  an  inconsistency  may 
exist  in  the  use  of  the  term  for  food 
as  compared  to  its  permitted  use  for 
cosmetics  and  will  review  the  food  regu¬ 
lation  for  possible  revision.  At  the  same 
time,  the  Commissioner  concludes  that 
the  regulation  governing  food  is  consid¬ 
erably  different  from  current  practices 
in  labeling  cosmetics.  Section  125.8  ap¬ 
plies  to  a  food  represented  for  special 
dietary  use  by  reason  of  the  decrease 
or  absence  of  any  allergenic  property 
or  by  reason  of  being  offered  as  food 
suitable  as  a  substitute  for  another  food 
having  an  allergenic  property.  Of  the 
two  cases  in  which  a  hypoallergenic  claim 
is  permitted,  the  first  is  when  a  food  has 
been  modified  so  that  the  recipe  Is  not 
that  which  would  normally  be  expected 
to  be  found  in  that  type  of  food,  e.g.,  by 
removal  of  milk  from  a  food  which  ordi¬ 
narily  contains  milk.  The  other  case  in 
which  a  food  may  make  a  hypoallergenic 
claim  is  when  it  is  offered  as  a  food  suit¬ 
able  as  a  substitute  for  another  food; 
again,  the  regxilation  applies  only  when 
there  is  a  clearly  defined  “conventional” 
food  for  which  the  consumer  will  recog¬ 
nize  the  hypoallergenic  food  as  a  sub¬ 
stitute.  These  two  situations  do  not  exist 


in  cosmetics;  consumers,  generally,  do 
not  know  what  constitutes  a  "normal” 
formulation  of  each  particular  type  of 
cosmetic  product,  and  In  fact  no  such 
“normal”  formulation  exists.  Also,  not 
many  people  are  aware  of  allergies  they 
may  have  to  particular  cosmetic  ingre¬ 
dients,  although  many  people  are  aware 
of  the  allergies  they  have  to  particular 
food  ingredients.  Because  of  this  differ¬ 
ing  knowledge  of  allergies,  it  may  w’ell 
be  appropriate  simply  to  identify,  as  the 
food  regulation  requires,  which  ingre¬ 
dients  normally  found  in  the  type  of 
food  are  not  present.  While  a  review  of 
the  food  regulation  will  be  undertaken 
to  determine  whether  comparative  test¬ 
ing  is  necessary,  the  Commissioner  notes 
that  to  the  knowledge  of  the  Food  and 
Drug  Administration,  whose  employees 
regularly  examine  labeling  for  mislead¬ 
ing  statements,  no  abuse  of  hypoaller¬ 
genic  claims  has  takoi  place  with  respect 
to  foods  as  it  has  with  respect  to  cosmetic 
products. 

13.  Several  comments  agreed  that  the 
consumer  cannot  distinguish  between  ir¬ 
ritation  and  allergic  reactions  and  that 
the  definition  of  the  term  “hypoaller¬ 
genic”  should  be  based  on  all  types  of 
adverse  reactions.  A  few  ccunments,  how¬ 
ever,  opposed  this  viewpoint  and  con¬ 
tended  that  the  two  reactions  should  be 
treated  s^>arately.  One  of  these  com¬ 
ments  stated  that  a  product  may  be 
formulated  to  cause  no  irritation  but  may 
be  a  sensitizer  and  nevertheless  qualify 
under  the  regulation  as  a  h3Toallergenic 
cosmetic.  Another  comment  asserted 
that  allergic  people  imderstand  the  dif¬ 
ference  between  irritation  and  allergic 
reactions,  and  argued  that  if  no  distinc¬ 
tion  Is  made  in  the  regulatlcm  between 
Irritation  and  allergenicity,  the  labeling 
would  be  misleading,  and  the  product 
misbranded. 

The  Oommlssioner  discussed  this  Issue 
at  length  in  the  preamble  to  the  proposed 
regulation  and  requested  the  submission 
of  any  data  or  information  that  shows 
that  consumers  do  not,  or  are  unlikely  to, 
interpret  the  term  “hypoallergenic”  to 
refer  to  all  tsrpes  of  adverse  reactions, 
and  that  consumers  understand  the  dif¬ 
ference  and  are  able  to  distinguish  be¬ 
tween  allergic  (sensitization)  and  irrita¬ 
tion  reactions.  No  data  were  received  in 
response  to  this  request.  Statements  by 
dermatologists,  and  references  to  the 
scientific  literature,  which  are  on  file 
with  the  Hearing  Clerk,  support  the 
Commissioner’s  belief  that  irritation  and 
allergic  reactions  are  difficult  for  lay  per¬ 
sons  to  distinguish.  The  Commissioner 
concludes,  therefore,  that  a  product  la¬ 
beled  as  hypoallergenic  is  understood  to 
cause  fewer  adverse  reactions  of  all  types. 
’The  Commissioner  agrees  that  some  al¬ 
lergic  people  may  be  able  to  distinguish 
between  an  irritation  and  an  allergic  re¬ 
action  based  on  information  provided  by 
an  attending  physician.  These  consumers, 
however,  are  few.  The  Commissioner 
concludes,  therefore,  that  labeling  using 
the  term  “hypoallergenic”  is  not  false  or 
misleading  simply  because  no  distinction 
is  made  between  lrrltati(xi  and  allergic 
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reaction  In  its  claim  substantiation,  and 
may  well  be  misleading  if  such  a  distinc¬ 
tion  is  made  in  testing,  but  not  fully  ex¬ 
plained  in  labeling. 

14.  Eight  comments  argued  that  the 
definition  of  the  term  “adverse  reaction” 
is  unscientific  and  illogical  because  it 
does  not  account  for  the  severity  of  a  re¬ 
action,  or  the  number  of  reactions  in  a 
repeat^  patch  test,  or  the  sequential 
point  at  which  a  reaction  occurs.  It  was 
contended  that  assigning  a  strong  aller¬ 
gic  reaction  the  same  weight  as  a  mild 
irritation  is  inconsistent,  and  it  was  rec¬ 
ommended  that  all  these  factors  be  given 
statistical  consideration.  One  comment 
argued  that  failure  to  take  into  accoimt 
the  degree  of  severity  of  a  reaction  may 
permit  the  marketing,  as  “hypoaller¬ 
genic,”  of  products  that  cause  infrequent 
but  severe  reactions. 

As  pointed  out  in  the  preamble  to  the 
proposed  regulation,  the  Commissioner 
carefully  considered  the  significance  and 
burden  in  statistical  treatment  of  the 
niunerical  difference  in  response,  sequen¬ 
tial  time  of  a  reaction  occurrence,  and 
the  differences  in  degree  of  severity  of 
adverse  reactions.  The  Commissioner 
concluded  in  the  proposal  that  such  vari¬ 
ables  would  place  an  undue  bimden  on 
the  evaluation  process  and  would  not 
provide  significant  support  to  determine 
the  difference  in  responses  under  actual 
conditions  of  product(s)  use.  He  pro¬ 
posed,  for  the  purpose  of  these  studies, 
that  they  should  not  be  given  statistical 
consideration.  Although  several  com¬ 
ments  argued  against  the  Commissioner’s 
conclusion,  none  offered  substantive  sci¬ 
entific  date  supporting  its  views.  The 
Conunlssioner  does  not  believe,  for  the 
purpose  of  this  determination,  that  it  is 
unscientific,  illogical,  or  Inconsistent  not 
to  take  into  account  the  cited  variables. 

The  Commissioner  recognizes  that  the 
approach  adopted  theoretically  permits 
the  marketing,  as  “hypoallergenic,”  of 
products  that  cause  infrequent  but  se¬ 
vere  reactions.  Any  product  causing  se¬ 
vere  reactions,  even  if  infrequent,  would 
be  subject  to  regulatory  action  under  the 
adulteration  provisions  of  the  act,  how¬ 
ever.  This  regulation  does  not  sanction 
Uie  marketing  of  such  products,  even  ff 
they  qualify  as  hypoallergenic.  For  the 
purposes  of  regulating  hypoallergenlcity 
testing  it  is  impractical  to  distinguish 
severe  from  mild  reactions.  Conse¬ 
quently,  the  Commissioner  concludes 
that  piquets  causing  severe  reactions 
should  be  dealt  with  under  the  adultera¬ 
tion  provisions  of  the  act,  and  not 
through  the  definition  of  hypoallergen¬ 
lcity. 

15.  Two  comments  opposed  the  re¬ 
quirement  for  testing  in  hiunan  subjects. 
One  comment  Reid  that  testing  In  hu¬ 
mans  is  hazardous  because  it  might  in¬ 
duce  allergies  in  the  test  subjects.  The 
second  comment  argued  that  regiUar  cos¬ 
metics,  iised  as  reference  products,  are 
formulated  for  average  rather  than  al¬ 
lergic  iisers  and  may  therefore  cause  in¬ 
jury  in  allergic  subjects. 

The  Commissioner  is  aware  of  the  po¬ 
tential  hazard  of  testing  on  human  sub¬ 
jects;  however,  he  does  noi  agree  with 


the  contention  that  such  testing  consti¬ 
tutes  an  undue  hazard.  The  regulation 
requires  that  the  studies  be  conducted  in 
accordance  with  recognized  dermatologi¬ 
cal  testing  procedures.  If  human  testing 
is  carried  out  under  professional  super¬ 
vision  and  according  to  one  of  a  number 
of  well-established  and  widely  used  der¬ 
matological  testing  methods,  any  reac¬ 
tion  occurring  from  the  application  of 
a  test  product  is  expected  to  be  of  tol¬ 
erable  severity  and  confined  to  a  small 
test  area.  F^uthermore,  such  testing  is 
not  expected  to  induce  allergies  in  hu¬ 
man  subjects.  It  will  elicit  a  reaction  only 
in  those  subjects  already  allergic  to  a 
particular  cosmetic  or  cosmetic  in¬ 
gredient. 

The  Commissioner  also  rejects  the  ar¬ 
gument  that  a  regular  cosmetic  used  as 
a  reference  may  cause  injury  in  allergic 
subjects  because  it  is  formulated  for 
average  rather  than  allergic  users.  The 
comment  itself  notes  that  the  difference 
is  incidence  of  adverse  reactions  between 
regular  and  hypoallergenic  cosmetics  has 
narrowed  over, the  years.  Furthermore, 
the  reference  products  are  required  to  be 
marketed  competitive  cosmetics,  which 
are  likely  to  have  had  broad  human  ex¬ 
posure  and  to  have  been  used  by  allergic 
consumers.  Any  undue  hazard  associated 
with  a  reference  product  is  therefore 
likely  to  have  become  known  and  cor¬ 
rected  through  reformulation  or  regula¬ 
tory  action. 

16.  Many  comments  criticized  the  ab¬ 
sence  in  the  regulation  of  specific  derma¬ 
tological  testing  requirements  for  com¬ 
parison  testing,  and  several  comments 
made  detailed  recommendations  for  spe¬ 
cific  test  methods  and  testing  protocols. 
One  comment  suggested  the  requirement 
that  separate  methods  be  established  for 
testing  for  Irritancy  and  sensitization. 
Some  comments  argued  that  without 
specific  testing  requirements,  a  product 
may  be  compared  with  one  known  to 
have  a  relatively  high  frequency  of  ad¬ 
verse  reactions.  Other  comments  stated 
that,  unless  stringent  tests  with  repeated 
applicaticMi  of  the  test  product  are  re¬ 
quired  and  the  tests  are  carried  out  with 
panels  of  a  specified  size  or  composition, 
only  the  most  notorious  and  evident  sen¬ 
sitizing  substances  will  be  Identified. 

The  Commissioner  discussed  at  length 
in  the  preamble  to  the  proposed  regula¬ 
tion  the  reasons  why  the  designation  of 
a  single  dermatological  test  protocol  is 
not  considered  necessary  for  comparison 
testing,  and  why  the  selection  of  an  ap¬ 
propriate  testing  procedure  may  be  at 
the  discretion  of  the  investigator.  The 
crucial  requirement  of  comparison  test¬ 
ing  is  that  the  product  labeled  “hypoal¬ 
lergenic”  and  the  reference  product  are 
tested  in  exactly  the  same  manner. 

Comparison  testing  determines  relative 
product  safety,  l.e.,  the  frequency  of  ad¬ 
verse  reactions  elicited  by  ttie  test  prod¬ 
uct  as  compared  to  the  reference  prod¬ 
uct.  To  ascertain  a  difference  in  adverse 
reaction  potential,  it  is  necessary  that  a 
testing  method  be  selected  that  elicits 
some  adverse  reactions  from  the  refer¬ 
ence  product  and,  by  exactly  the  same 
method,  significantly  fewer  reactions 


from  the  test  product.  Consequently,  the 
stringency  of  the  dermatological  testing 
methods  is  determined  by  the  statistical 
requirements  of  the  comparison  testing 
procedure  as  well  as  by  the  safety  char¬ 
acteristics,  i.e.,  the  potential  for  causing 
adverse  reactions,  of  the  marketed  com¬ 
petitive  products  that  serve  as  references. 
If  a  chosen  test  method  does  not  elicit  a 
minimum  number  of  adverse  reactions 
from  the  reference  product  because  the 
reference  product  has  a  low  potential  for 
causing  adverse  reactions  or  the  method 
is  not  sufiBciently  exacting,  or  if  the  test 
group  is  too  small  in  number,  the  proce¬ 
dure  must  be  altered  to  achieve  the  mini¬ 
mum  number  of  reactions  required  for 
statistical  significance. 

The  recommendation  that  separate 
methods  be  established  in  the  regulation 
for  testing  for  irritancy  and  sensitization 
is  rejected  for  the  same  reasons  as  is  the 
suggested  requirement  for  specifying  par¬ 
ticular  dermatological  testing  procedures. 
The  Commissioner  advises,  however,  that 
he  does  not  object  to  separate  procedures 
for  testing  for  Irritation  and  sensitiza¬ 
tion  if  the  test  product  and  the  refer¬ 
ence  product  are  tested  by  exactly  the 
same  procedures  in  the  course  of  com¬ 
parison  testing. 

The  Commissioner  agrees  that  the  reg¬ 
ulation  permits  the  comparison  of  a  test 
product  with  a  reference  product  that 
has  a  relatively  high  frequency  of  ad¬ 
verse  reactions  compared  to  other  prod¬ 
ucts  in  the  same  class.  Such  a  result  is 
entirely  consistent  with  the  purpose  of 
the  regulation.  If  the  tested  product  is 
significantly  safer  than  products  con¬ 
stituting  a  significant  share  of  the  mar¬ 
ket  place,  it  is  appropriate  that  its  manu¬ 
facturer  be  permitted  to  alert  the  public 
to  its  superiority  through  use  of  the  term 
“hypoallergenic.”  In  practice,  this  is  un¬ 
likely  to  occur,  however,  because  any 
product  causing  an  abnormally  high  rate 
of  adverse  reactions  either  achieves  lim¬ 
ited  marketing  succes;  and  is  reformu¬ 
lated  or  is  subject  to  regulatory  action 
because  of  its  lack  of  safety. 

17.  Five  comments  discussed  the  diflB- 
culties  encountered  in  obtaining  reliable 
market  data  for  the  election  of  the  ref¬ 
erence  product(s) .  It  was  stated  that  in¬ 
formation  on  the  sales  volume  of  com¬ 
peting  products  is  difficult  to  obtain,  that 
no  organization  is  surveying  the  total 
cosmetic  market  or  all  sales  outlets,  and 
that  sales  are  usually  reported  in  dollar 
volume  instead  of  unit  volume.  In  addi¬ 
tion,  it  was  argued  that  custom  surveys 
would  be  needed  to  obtain  the  required 
date  and  that  the  cost  would  be  prohib¬ 
itive,  especially  to  small  firms. 

The  proposed  regulation  has  been  re¬ 
vised  to  clarify  the  identity  of  the  prod¬ 
ucts  that  may  be  used  as  reference 
products  in  comparison  testing.  The  reg¬ 
ulation  provides  that  the  reference  prod¬ 
uct  may  consist  of  each  of  any  number  of 
similar-use  competitive  products  in  the 
same  cosmetic  product  category  repre¬ 
senting  a  combined  market  share  of  at 
least  10  percent  of  the  similar  usage  cos¬ 
metic  market.  The  provision  in  the  pro¬ 
posal  identifying  the  three  highest  mar¬ 
ket  leaders  as  possible  reference  products 
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has  been  eliminated  to  clarify  the  re¬ 
quirement  that  the  reference  product  (s) 
must  constitute  a  significant  share  of  the 
market,  l.e..  at  least  10  percent  A  single 
product  may  be  used  as  a  reference  prod¬ 
uct  if  it  constitutes  at  least  10  percent 
of  the  market. 

The  Commissioner  agrees  that  there 
may  be  a  few  instances  where  insuffi¬ 
cient  market  research  data  are  available 
to  determine  which  similar-use  competi¬ 
tive  products  represent  a  combined  mar¬ 
ket  share  of  at  least  10  percent  If  a 
manufacturer  can  demonstrate  that  he 
has  made  a  reasonable  but  unsuccessful 
effort  to  obtain  the  sales  voliune  infor¬ 
mation  needed  to  ascertain  a  reference 
product(s),  he  may  use  as  reference 
products  at  least  two  similar-use  com¬ 
petitive  products,  selected  at  random, 
which  by  trade  name  or  brand  designa¬ 
tion  represent  at  least  10  percent  of  the 
total  number  of  nationally  distributed 
competitive  brands  in  the  same  product 
usage  category. 

The  Commissioner  concludes  that  this 
revision  provides  a  reasonable  alterna¬ 
tive  to  the  selection  of  reference  products 
by  sales  volume  without  affecting  sub¬ 
stantially  the  significance  of  the  refer¬ 
ence  product  in  regard  to  its  market 
representation.  The  cosmetic  manufac¬ 
turer  should  have  little  difficulty  in  de¬ 
termining  by  trade  name  or  brand  desig¬ 
nation  the  competitive  products  in  the 
same  cosmetic  product  category  and  se¬ 
lecting  at  random  a  number  of  products 
representing  at  least  10  percent  of  the 
total  nvunber.  This  alternative  requires 
multiple  comparisons,  and  each  com¬ 
parison  test  must  meet  the  reqmrements 
of  this  regulation. 

The  Commissioner  concludes  that  In 
many  instances  sufficient  market  smwey 
data  can  reasonably  be  (^t>talned  to  iden¬ 
tify  products  constituting  10  percent  of 
the  market  Although  some  market  re¬ 
search  organizations  do  not  survey  the 
total  cosmetic  market  or  all  sales  outlets, 
e.g.,  they  may  omit  mall  order  and  door- 
to-door  sales,  the  C(xnmlssl<mer  ccm- 
cludes  that  in  most  cases  enough  data 
can  be  obtained  to  determine  products 
constituting  at  least  10  perc^t  of  the 
market,  notwithstanding  lack  of  knowl- 
c^e  about  the  unsurveyed  portions  of 
the  market. 

Estimates  of  a  product’s  market  share 
may  be  based  on  siuweys  of  a  portion  of 
the  market  Where  siuwey  data  are 
especially  scanty,  it  may  be  necessary  to 
use  as  reference  products  one  or  more 
products  that  in  fact  probably  constitute 
more  than  10  percoat  of  the  market  to 
assiue  that  products  representing  at  least 
a  10-percent  share  are  tested.  Through 
reasonably  available  surveys  and  reason¬ 
able  estimates  based  on  such  siu^eys,  the 
Commissimier  concludes  it  will  almost 
always  be  possible  to  ascertain  products 
cmistituting  at  least  10  percent  of  the 
market  A  product’s  share  of  the  oitire 
market  can  reasonably  be  estimated  by 
relating  the  survey  data  of  a  portion  of 
the  market  to  other  Information  avail¬ 
able  about  the  product  and  the  market 
examine.  If  a  survey  of  drug,  discount 
and  grocery  store  sales  shows  that  a  par¬ 


ticular  aerosol  deodorant  has  a  20  per¬ 
cent  share  of  that  market,  and  it  can  be 
demonstrated  that  sales  through  other 
retail  outlets  follow  about  the  same 
pattern,  it  may  reasonably  be  estimated 
that  the  20  percent  market  share  applies 
to  the  entire  market.  Moreover,  the  pro¬ 
posed  regulation  has  been  revised  to  pro¬ 
vide  that  the  selection  of  a  reference 
product  may  be  based  on  either  the  imit 
or  the  dollar  sales  volume. 

18.  Two  comments  argued  against  the 
2-year  period  permitted  for  substantia¬ 
tion  of  hypoallergenic  claims  in  labeling 
of  products  in  commercial  distribution 
at  the  time  this  order  is  published.  One 
comment  requested  a  5-year  period  be¬ 
cause  of  the  complexity  of  the  testing 
requirements,  the  shortage  of  testing 
subjects  and  facilities,  the  time  needed 
to  identify  reference  products,  and  the 
Involvement  of  hundreds  of  formula¬ 
tions  in  the  project.  ’The  second  com¬ 
ment  considered  the  2-year  period  in¬ 
consistent  with  the  provision  in  the 
proposal  requiring  a  product  whose  hy¬ 
poallergenic  claim  is  challenged  to  be 
retested  within  180  (sic)  days  and  re¬ 
quested  that  the  2-year  period  be  re¬ 
duced  to  180  days. 

The  Commissioner  is  not  persuaded 
that  an  extension  of  the  2-year  period 
for  substantiation  of  the  hypoallergenic 
claim  is  justified  for  all  cosmetics  cur¬ 
rently  marketed  as  hypoallergenic.  He 
agrees,  however,  that  there  may  be  in¬ 
stances  where  comparison  testing  can¬ 
not  be  completed  within  that  time  period 
for  some  of  the  reasons  cited  in  the  com¬ 
ment  and  will  extend  the  2-year  period 
for  individual  mxKlucts  upmi  petitl<m. 
where  it  is  shown  that  testing  is  in  prog¬ 
ress,  that  every  effort  has  been  made  to 
comply  with  the  regulation,  and  that  a 
delay  of  testing  completion  was  unavoid¬ 
able.  Any  such  petition  and  the  data  sub¬ 
mitted  in  support  of  the  request  for  a 
time  extension  will  be  placed  on  public 
display  in  the  office  of  the  Hearing  Clerk. 

The  Commissioner  does  not  agree  with 
the  argument  that  the  2-year  period  is 
inconsistent  with  the  proposed  **180”  day 
period  (the  proposed  period  was  150 
days)  for  the  retesting  hjrpoallergenic 
products  whose  claim  is  challenged.  The 
2-year  pmlod  is  Justified  for  initial  com- 
pUance  with  the  regulaticm  because  some 
manufacturers  have  a  large  niunber  of 
products  that  will  have  to  be  tested 
simultaneously,  the  availability  of  suit¬ 
able  hxunan  test  subjects  is  limited,  and 
the  testing  of  a  great  munber  of  cosmetics 
at  one  time  will  strain  the  capability  of 
existing  testing  facilities.  ’These  factors 
are  of  lesser  consequence  after  the  initial 
period,  when  fewer  products  will  require 
comparison  testing,  and  the  150-day 
period  would  therefore  have  been  appro¬ 
priate  at  that  time.  (The  Commissioner 
notes,  however,  that  the  proposed  150- 
day  period  for  retesting  has  been  deleted 
as  unnecessary.  As  discussed  below,  the 
only  ground  upon  which  a  claim  of  hsrpo- 
allergentot^  may  be  invalidated  is  that 
the  claim  does  not  meet  the  require¬ 
ments  of  the  regulation.) 

19.  Several  comments  took  issue  with 
the  provision  allowing  a  claim  of  hypo- 


allergenicity  to  be  valid  for  a  period  of 
5  years  without  retesting  because  it  was 
felt  that  this  provision  sanctions  false  or 
misleading  labeling.  It  was  stated  that 
the  5 -year  period  is  arbitrary,  that  ref¬ 
erence  products  constantly  undergo  for¬ 
mula  changes,  and  that  many  are  dis¬ 
continued  during  that  period.  ’These  rea¬ 
sons,  it  was  argued,  make  the  validity  of 
the  claim  unreliable  and  Invalid  regard¬ 
less  of  the  requirements  that  there  be  no 
change  in  the  formulation  of  the  hypo¬ 
allergenic  product  and  no  data  are  sub¬ 
mitted  demonstrating  the  invalidity  of 
the  claim.  One  comment  noted  the  pos¬ 
sibility  that  a  reformulated  reference 
product  could  be  comparison  tested 
against  another  cosmetic  and  might  it¬ 
self  qualify  to  be  labeled  “hsrpoaller- 
genic.”  ’The  comments  requested  retest¬ 
ing  of  the  hypoallergenic  product  when¬ 
ever  it  becomes  known  that  a  reference 
product  was  reformulated  or  discon¬ 
tinued. 

The  Commissioner  does  not  agree  that 
the  5-year  period  during  which  a  claim 
of  hypoallergenlcity  remains  valid  is  ar- 
bitraiT,  and  that  labeling  is  false  or  mis¬ 
leading  when  the  product  is  not  retested, 
provided  there  is  no  change  In  the  for¬ 
mula  .of  the  hypoallergenic  product  and 
no  data  are  submitted  to  the  Food  and 
Drug  Administration  effectively  chal¬ 
lenging  such  a  claim.  ’The  rationale  for 
cmnparlng  a  hypoallergenic  cosmetic 
with  a  competitive  product  has  a  broader 
meaning  than  the  comparison  of  a  test 
product  with  a  specific  formulation  of  a 
reference  product.  Its  primary  purpose 
Is  to  ascertain  that  a  hypoallergenic 
product  causes  significant^  fewer  ad¬ 
verse  reactions  than  a  significant  share 
of  the  similar-use  product  market.  A 
product  (m:  products  with  a  combined 
market  representation  of  at  least  10  per¬ 
cent  characterize  that  market  share. 
While  it  is  possible  that  the  products  used 
as  reference  products  are  the  only  prod¬ 
ucts  on  Uie  market  against  which  the  hy¬ 
poallergenic  product  could  have  been 
successfully  tested,  it  is  more  likely  that 
they  are  a  sample  of  products  of  similar 
safety  sold  by  other  manufacturers.  A 
subsequent  change  of  the  formulation, 
or  the  discontinuance  of  a  particular  ref¬ 
erence  product,  therefore,  does  not  affect 
the  basic  intent  of  the  testing  to  the  ex¬ 
tent  that  a  claim  of  hypoallergenlcity 
becomes  Invalid  and  renders  labeling 
misleading.  Moreover,  no  regulation  per¬ 
mitting  comparative  claims  based  on 
testing  against  identified  products  can 
operate  if  a  manufacturer  can  prohibit 
his  competitor’s  legitimate  claim  of  su¬ 
periority  by  making  a  change  in  formula¬ 
tion  that  in  fact  may  or  may  not  affect 
the  validity  of  the  claim.  ’The  Commis¬ 
sioner  concludes  that  once  a  product  has 
been  proved  to  be  hypoallergenic  as  com¬ 
pared  to  a  c(»npetitive  product,  a  pre¬ 
sumption  of  continuing  hypoallergenlcity 
should  operate  in  favor  of  the  product 
demonstrated  to  be  superior. 

The  5-year  period  was  established  by 
considering  the  rate  at  which  the  nature 
ot  a  particular  cosmetic  market  tends 
to  change.  In  consldmlng  the  rate  at 
which  the  nature  of  the  market  changes. 
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the  Commissioner  considered  the  ex¬ 
pected  rate  of  formulation  changes  of 
marketed  products,  the  expected  rate  of 
Introduction  of  new  products  and  with¬ 
drawal  from  the  market  of  existing  prod¬ 
ucts,  and  the  likely  advances  in  cosmetic 
science  and  technology  towards  further 
improvements  in  product  safety.  Also 
considered  in  establishing  the  5-year  pe¬ 
riod  were  the  complexity  pf  the  dermato¬ 
logical  testing  procedures  for  the  deter¬ 
mination  of  hypoallergenicity  and  the 
cost  of  such  testing.  Considering  all  these 
factors,  the  Commissioner  concludes  that 
the  5-year  period  of  claim  validity  is 
appropriate. 

The  Commissioner  concludes  that 
there  is  no  illogic  in  the  possibility  that 
a  reformulated  reference  product  could 
be  comparison  tested  against  another 
cosmetic  and  might  itself  qualify  to  be 
labeled  “hypoallergenic.”  If  such  a  ref¬ 
erence  product  can  be  reformulated  and 
successfully  tested  against  products  con¬ 
stituting  10  percent  of  the  market,  it  is 
entirely  appropriate  that  it  be  permitted 
to  claim  hypoallergenicity. 

20.  Two  comments  were  opposed  to  the 
provision  that  any  change  in  the  formula 
of  a  product  invalidates  a  hypoallergenic 
claim  and  requires  retesting.  One  com¬ 
ment  contended  that  this  restriction  dis- 
comages  development  of  less  allergenic, 
safer  products.  The  second  comment 
alluded  to  an  inconsistency  between  the 
preamble  and  the  proposed  regulation 
concerning  the  meaning  of  the  term 
“change  in  formula.”  It  was  stated  that 
the  preamble  meaning  is  much  broader 
'  than  the  meaning  of  the  term  in  the  reg¬ 
ulation  in  that  it  includes  not  only  quali¬ 
tative  or  quantitative  changes  in  a  for¬ 
mulation  but  also  changes  in  the  com¬ 
position  and  stability  caused  by  the  pu¬ 
rity  or  composition  of  an  ingredient  or 
the  manufacture  and  packaging  of  the 
cosmetic.  The  comment  urged  that  the 
matter  be  resolved  in  favor  of  the  reg¬ 
ulation  and  that  the  regulation  be 
amended  to  the  effect  that  formula 
changes  which,  in  the  opinion  of  qualified 
experts,  do  not  affect  the  product’s  po¬ 
tential  for  epidermal  reaction  do  not  in¬ 
validate  the  claim  and,  therefore,  do  not 
require  retesting  of  the  product. 

Although  the  provision  invalidating  a 
hypoallergenic  claim  when  a  formulation 
‘  change  is  made  will  not  slow  develop¬ 
ment  of  safer  cosmetics,  the  Commis¬ 
sioner  recognizes  that  it  will  delay  in¬ 
troduction  of  reformulated  products  into 
the  market.  Introduction  of  reformulated 
hypoallergenic  products  will  tend  to  take 
place  only  at  the  end  of  the  5 -year 
periods.  The  Commissioner  concludes, 
however,  that  any  disadvantage  caused 
by  such  delay  of  Improvement  is  out¬ 
weighed  by  the  heightened  incentive  to 
produce  a  less  allergenic  product,  which 
this  regulation  as  a  whole  will  cause.  By 
assigning  the  term  “hypoallergenic”  a 
uniform  and  well-defined  meaning  and 
permitting  it  to  appear  only  on  products 
of  demonstrated  superiority,  manufac¬ 
turers  will  be  Induced  to  devote  more  re¬ 
sources  to  developing  a  safer  product, 
thus  greatly  advancing  the  cause  of  cos¬ 
metic  safety. 


The  C(xnmissioner  advises  that  there 
is  no  inconsistency  between  the  pre¬ 
amble  and  the  proposed  regulation  in 
regard  to  the  meaning  of  the  term 
"change  in  formula.”  The  preamble  sim¬ 
ply  explains  what  constitutes  a  change 
in  formula  to  forestall  any  misimder- 
standing.  The  meaning  of  the  term 
“change  in  formula”  is  not  limited  to 
intended  quantitative  changes  or  sub¬ 
stitutions  of  the  ingredients  that  were 
used  at  the  time  of  testing.  The  term 
also  includes  qualitative  or  quantitative 
formulation  changes  brought  on  by 
changes  in  the  purity  or  composition  of 
the  cosmetic  ingredients,  or  any  changes 
in  the  manufacture  and  packaging  of  a 
cosmetic  that  are  likely  to  affect  its 
composition  or  stability.  The  Commis¬ 
sioner  furtHer  concludes  that  permitting, 
without  product  retesting,  formula 
changes  which,  in  the  opinion  of  qualified 
experts,  do  not  affect  a  product’s  poten¬ 
tial  for  epidermal  reaction,  contradicts 
the  purpose  of  the  regulation  and  is 
therefore  rejected.  The  purpose  of  the 
regulation  is  to  determine  through  derm¬ 
atological  testing  that  a  claim  of  hypo¬ 
allergenicity  is  justified.  Although  quali¬ 
fied  experts  may  agree  that  a  change  in 
a  formulation  will  not  affect  a  product’s 
potential  for  adverse  reactions,  their 
concurrence  expresses  an  opinion  that 
must  be  confirmed  through  appropriate 
testing. 

21.  Several  comments  opposed  the  pro¬ 
vision  that  all  data  submitted  to  the 
agency  for  the  purpose  of  substantiat¬ 
ing  a  hypoallergenic  claim  will  be 
placed  on  public  display.  Some  comments 
pointed  out  that  competitive  sales  data 
compiled  by  market  research  firms  are 
supplied  to  client  firms  as  confidential 
Information.  Other  comments  objected 
to  this  provision  because  the  disclosure 
of  testing  data  is  expected  to  lead  to  “un¬ 
fortunate”  competitive  practices,  i.e., 
the  reformulation  and  retesting  of  com¬ 
petitive  products  used  as  references,  the 
challenging  of  the  validity  of  substan¬ 
tiated  claims  of  hypoallergenicity,  and 
the  initiation  of  a  cycle  of  reformulation 
of  test  products  and  reference  products, 
which  yill  make  the  5 -year  validity  of 
the  claim  nothing  more  than  an  illusion 
or  drive  smaller  cosmetic  firms  out  of 
business. 

The  Commissioner  advises  that  the 
public  disclosure  of  data  submitted  to  the 
Food  and  Drug  Administration  for  the 
purpose  of  Justifying  a  hypoallergenic 
claim  is  guided  by  the  regulations  on 
public  information  published  in  the  Fed¬ 
eral  Register  of  December  24,  1974  (39 
FR  44602).  Section  4.111(c)  (21  CPR 
4.111(c))  provides  that  all  volimtarlly 
submitted  safety  data,  as  well  as  the 
protocols  for  tests  or  studies,  are  avail¬ 
able  for  public  disclosure.  However,  in 
accordance  with  S  4.111(d)  (3)  (21  CFR 
4.111(d)(3)),  sales  data  are  not  placed 
on  public  display,  unless  they  have  been 
previously  disclosed  to  the  public  as  de¬ 
fined  in  §  4.81  (21  CFR  4.81).  If  the  only 
disclosure  of  the  sales  data  has  been 
pursuant  to  contractual  arrangements, 
such  Information  in  Food  and  Drug  Ad¬ 
ministration  files  is  not  available  to  the 


public.  However,  the  names  of  the  refer¬ 
ence  products  used  in  comparison  test¬ 
ing  are  available. 

The  public  disclosure  of  testing  data 
and  other  records  submitted  to  the  Food 
and  Drug  Administration  in  support  of 
the  hypoallergenic  claim  is  important 
to  enforcement  of  the  regulation  and  is 
in  the  interest  of  consiuners.  It  provides 
consumers  and  cosmetic  manufacturers 
with  the  opportunity  to  review  important 
Information  to  determine  the  validity  of 
claims  and  to  ascertain  ways  of  improv¬ 
ing  cosmetic  safety. 

The  proposed  regulation  has  been  re¬ 
vised,  however,  to  make  clear  that  the 
reformulation  of  a  reference  product  does 
not  invalidate  the  claim  of  hypoaller¬ 
genicity.  A  manufacturer  who  establishes 
that  his  product  is  hypoallergenic  in  ac¬ 
cordance  with  the  requirements  of  this 
regulation  may  label  his  product  with 
that  claim  for  5  years  notwithstanding 
any  change  in  the  reference  product  for¬ 
mulation.  Under  the  regulation,  a  chal¬ 
lenge  to  a  product’s  claim  of  hypoaller¬ 
genicity  may  be  based  only  on  the  groimd 
that  the  claim  does  not  meet  the  require¬ 
ments  of  the  regulation.  Thus,  a  chal¬ 
lenge  to  a  claim  is  limited  to  issues  such 
as  whether  the  testing  was  properly  con¬ 
ducted.  Subsequent  testing  is  relevant  to 
the  validity  of  the  claim  only  if  the  test 
results  on  which  the  claim  is  based  can¬ 
not  be  duplicated;  in  such  a  case,  the 
Commissioner  would  determine  which 
test  data  refiect  acciu'ate  testing  of  the 
product. 

The  Commissioner  concludes  that  un¬ 
der  these  rules  no  cycle  of  reformula¬ 
tions  and  retesting  or  other  “unfortu¬ 
nate”  competitive  practices  will  occur. 

22.  One  comment  implied  that  under 
the  proposed  regulation  the  Commis¬ 
sioner  would  have  too  much  discretion 
in  resolving  issues  <hi  the  adequacy  of 
the  submitted  data  supporting  or  dis¬ 
proving  a  claim  of  hypoallergenicity  and 
requested  that  a  mechanism,  for  exam¬ 
ple,  a  hearing,  be  established  for  resolving 
any  factual  disputes.  Another  comment 
requested  that  the  regulation  require  the 
Commissioner  to  resolve  such  an  issue 
within  a  specified  time  period. 

The  proposed  regulation  has  been  re¬ 
vised  to  clarify  the  circumstances  under 
which  a  claim  of  hsqxiallergenlcity  may 
be  challenged.  Such  a  claim  may  be  chal¬ 
lenged  only  on  the  groimds  that  the  study 
did  not  meet  the  requirements  of  the 
regulation.  With  that  clarification  to  the 
regulation,  the  Commissioner  has  no 
more  discretion  in  resolving  disputes 
than  he  does  on  any  other  scientific  ques¬ 
tion  before  the  agency.  Such  issues  will 
be  resolved  in  the  same  manner  as  are 
other  scientific  issues  considered  by  the 
Food  and  Drug  Administration. 

Under  the  regulation  as  revised,  the 
Commissioner  concludes  that  no  time 
limit  for  deciding  the  validity  of  a  chal¬ 
lenged  claim  of  hypoallergenicity  is  ap¬ 
propriate.  Any  Information  received  that 
Indicates  the  Invalldlly  of  a  hypoaller¬ 
genic  claim  will  be  treated  as  is  any  other 
information  relating  to  an  apparently 
misbranded  product. 
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23.  Four  comments  were  critical  of  the 
provision  in  the  proposal  that  no  recall 
would  be  required  of  a  marketed  product 
after  a  determination  has  been  made  that 
a  claim  of  hypoallergenlcity  is  not  sup¬ 
ported.  One  comment  contended  that  a 
product  should  be  recalled  when  a  hypo¬ 
allergenic  claim  is  not  justified.  Another 
comment  suggested  that,  because  a  prod¬ 
uct  need  not  be  recalled,  subsequent  la¬ 
beling  should  disclose  in  some  manner 
that  the  product  is  not  h3q}oallergenic. 
The  third  ccmunent  indicated  that  the 
no-recall  provision  implied  that  the 
agency  administers  no  meaningful  sanc¬ 
tion  against  a  misbranded  product.  The 
fourth  commit  stated  that  the  agency 
has  no  statutory  authority  to  require  the 
recall  of  a  cosmetic  and  requested  that 
the  regulation  be  amended  to  refiect  the 
agency’s  legal  authority. 

The  proposed  regulation  provided  that 
no  recall  would  be  required  if  a  claim  of 
hypoallergenlcity  was  determined  to  be 
“not  reasonably  applicable.”  The  Com¬ 
missioner  notes  that  imder  the  regula¬ 
tion.  as  revised,  the  only  ground  on  which 
a  hypoallergenic  claim  supported  by  test¬ 
ing  may  be  challenged  is  that  the  testing 
was  Improperly  conducted  or  otherwise 
does  not  meet  the  requirements  of  the 
regulation.  Accordingly,  any  successful 
challenge  demonstrates  that  the  claim 
was  never  warranted,  and  regulatory  ac¬ 
tion  is  appropriate.  The  particular  form 
of  the  regulatory  action  undertaken, 
which  may  Include  recall,  will  be  deter¬ 
mined  on  a  case-by-case  basis  as  it  is  in 
all  other  Instances  of  misbranding.  If  a 
recall  is  not  voluntarily  undertaken,  the 
misbranded  products  may  be  seized,  or  a 
court  may  compel  their  recall. 

The  Commissioner  rejects  the  sugges¬ 
tion  that  when  a  hypoallergenic  claim  is 
determined  to  be  invalid,  subsequent 
labeling  should  be  required  to  state  that 
the  product  is  not  hypoallergoiic.  The 
Commissioner  concludes  that  misbrand¬ 
ing  with  respect  to  claims  of  h3rpoaller- 
genlcity  should  be  treated  the  same  as 
all  other  misbranding. 

24.  Several  comments  were  critical  of 
the  determination  in  the  proposed  regu¬ 
lation  that  terms  and  phrases  such  as 
“allergy  tested,”  “lower  rate  of  reac¬ 
tion,”  “safer  for  sensitive  skin,”  and  re¬ 
lated  claims  containing  such  words  as 
“irritation,”  “allergy,”  or  “sensitivity”  in 
their  text  convey  the  same  meaning  as 
“hypoallergenic”  and  therefore  require 
the  same  scientific  studies  as  are  required 
to  substantiate  the  h3rpoallergenic  claim. 
Some  comments  argued  that  these  terms 
are  even  more  clearly  noncomparative, 
and  hence  that  the  competitive  testing 
requirement  for  such  terms  is  capricious. 
Other  comments  suggested  that  these 
terms  covild  convey  the  meaning  of  com¬ 
plete  absence  of  adverse  reaction  poten¬ 
tial  and  may  then  render  a  product 
ml^randed. 

The  Commissioner  notes  that  no  cos¬ 
metic  is  cOTipletely  free  of  adverse  reac¬ 
tion  to  all  consumers.  Evidence  in  sup¬ 
port  of  this  conclusion  is  aa  file  at  the 
office  of  the  Hearing  Clerk.  The  fact  that 
no  cosmetic  is  free  of  adverse  reactions 


means  that  any  unquantified  statement 
about  a  product’s  safety  or  about  any 
testing  that  was  conducted  to  determine 
its  potential  for  adverse  reactions  is  im- 
plldUy  a  statement  that  the  product 
will  have  a  “low”  rate  of  reactions,  l.e., 
that  it  is  relatively  safe.  As  discussed 
above,  when  no  standard  of  reference  is 
stated,  consumers  infer  that  the  stand¬ 
ard  of  comparison  is  competitive  prod¬ 
ucts.  For  example,  the  term  “allergy 
tested”  conveys  a  comparative  meaning 
when  used  in  a  statement  such  as.  “this 
product  was  allergy  tested  to  assure  a  low 
rate  of  adverse  reactions”  because  it 
communicates  to  the  consumer  that  the 
product  in  question  is  for  reasons  of  such 
testing  a  safer  product.  Since  no  stand¬ 
ard  of  reference  is  specified,  the  con¬ 
sumer  infers  that  the  product  is  safer 
compared  to  competitive  products. 

Had  the  statement  in  the  example 
above  been  quantified,  such  as  “this 
product  was  allergy  tested  and  produced 
a  rate  of  adverse  reaction  of  ten  per 
million  consumers,”  the  claim  would  be 
ncmcomparative.  A  documented  claim 
that  a  particular  product  causes  a  de¬ 
termined  number  of  adverse  reactions 
per  million  users  can  undoubtedly  be 
made  in  labeling  in  a  way  that  is  not  mis¬ 
leading.  The  C(»nmissioner  Is  not  aware 
of  Instances  in  which  that  type  of  claim 
has  been  made  for  cosmetic  products. 
Instead,  labeling  frequently  contains 
claims  such  as  “allergy  tested”  or  “safe 
for  sensitive  skin,”  which  are  perceived 
as  comparative. 

Ihe  Commissioner  notes  that  brief, 
unexplained  claims  relating  to  safety  or 
testing  will  ordinarily  be  viewed  by  con¬ 
sumers  as  comparative.  For  example, 
when  the  term  “allergy  tested”  is  stated 
alone  on  the  principal  display  panel  or 
set  apart  from  other  statements  or 
phrases  on  an  information  panel,  the 
consumer  perceives  a  comparative  mean¬ 
ing  because  it  Implies  superior  safety. 
Although  cosmetic  products  are  expected 
to  be  tested  for  their  allergenic  potential, 
and  the  maj(»lty  are  tested  accordingly, 
most  products  do  not  mention  that  fact 
in  labeling,  and  the  consmner  is  not  suffi¬ 
ciently  knowledgeable  to  recognize  that 
most  competitive  products  are  tested  sim¬ 
ilarly.  The  use  of  such  a  statement  in 
labeling  is  clearly  intended  to  convey  the 
Impression  of  relative  safety:  The  ImpU- 
catl(xi  of  the  phrase  “allergy  tested”  on 
a  product  certainly  is  not  that  the  prod¬ 
uct  was  tested  and  did  poorly,  but  that 
the  product  was  tested  and  did  well. 
’Thus,  such  a  statement  is  no  less  com¬ 
parative  than  the  term  “hypoallergenic.” 
’The  Commissioner  therefore  concludes 
that  the  same  rules  should  apply  as  for 
obviously  comparative  claims,  such  as 
“hypoallergenic.” 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n) .  602  (a) .  701  (a) .  52  Stat. 
1041,  1054  as  amended,  and  1055  (21 
UH.C.  321  (n),  362(a),  371(a) )  and  under 
authority  delegated  to  the  Commissioner 
(21  CFR  2.120) ,  Part  701  is  amended  by 
adding  a  new  Subpart  D  consisting  of 
i  701.100  to  read  as  follows: 


Subpart  D — Specific  Statements  in 
Labeling 

§  701.100  **HypoaIlergenic^  and  other 
claims  of  relative  safety. 

(a)  A  cosmetic  may  be  designated  in 
Its  labeling  by  words  that  state  or  imply 
that  the  product  or  any  ingredient 
thereof  is  “hypoallergenic”  if  it  has  been 
shown  by  scientific  studies  that  the  rela¬ 
tive  frequency  of  adverse  reactions  in 
human  subjects  from  the  test  product  is 
significantly  less  than  the  relative  fre¬ 
quency  of  such  reactions  fnxn  each  ref¬ 
erence  product(s) . 

(b)  For  the  purpose  of  these  studies, 
the  term  “adverse  reactions”  means  any 
epidermal  reaction  of  undefined  degree 
of  severity,  occurring  on  a  subject  diulng 
the  course  of  a  study  involving  one  or 
multiple  dermal  applications  of  the  test 
material. 

(c)  The  studies  shall  be  carried  out  on 
hiunan  subjects.  Such  subjects  may  be 
chosen  from  individuals  who  have  a  his¬ 
tory  of  adverse  reactions.  If  separate 
groups  of  subjects  are  used  for  the  test 
product  and  the  reference  product,  the 
subjects  shall  be  assigned  at  random  to 
each  group. 

(d)  The  studies  shall  be  conducted  in 
accordance  with  recognized  dermato¬ 
logical  testing  procedures  adequate  to 
determine  adverse  reactions.  To  support 
a  claim  of  hypoallergenlcity.  the  relative 
frequency  of  response  observed  for  the 
test  product  shall  be  sufficiently  less  than 
that  for  the  reference  product  so  as  sta¬ 
tistically  to  reject  the  hypothesis  of  no 
difference  in  relative  frequencies  at  the 
5-percent  level  of  significance. 

(e)  A  claim  of  h3^poal]ergenicity  which 
has  been  justified  by  the  requirements 
of  this  section  shall  be  valid  for  a  period 
of  5  years  fitmi  the  date  of  the  comple- 
tl(m  of  the  required  testing  if  each  of  the 
following  conditions  is  met: 

(I)  ITie  test  product  is: 

(i)  The  product  sought  to  be  labeled 
as  “hypoallergenic,”  or 

(II)  A  composite  product  consisting  of 
two  or  more  formulations  of  individual 
products  sought  to  be  labeled  “hypo¬ 
allergenic”  where  the  formulations  of 
such  individual  products  are  of  similar 
qualitative  and  quantitative  composition 
and  the  products  have  similar  physical 
and  chMTiical  characteristics.  The  formu¬ 
lation  of  the  composite  product  shall 
represent  each  Ingredient  of  the  formu¬ 
lations  of  the  Individual  products  at  its 
highest  concentration  except  that  the 
most  predominant  Ingredient  shall  be 
reduc^  by  the  amount  necessary  to 
accommodate  the  other  ingredients  at 
their  highest  concentration.  Where  such 
reduction  in  concentration  of  the  most 
predominant  ingredient  would  cause  the 
concentration  of  that  Ingredient  to  fall 
below  the  concentration  of  the  second 
most  predominant  ingredient,  the  con¬ 
centration  of  the  most  predominant  in¬ 
gredient  shall  be  reduced  to  the  level  of 
the  second  most  predominant  Ingredi¬ 
ent,  which  shall  then  be  reduced  by  the 
remaining  portion  to  accommodate  the 
other  Ingreffients.  The  reduction  of  .the 
most  predominant  lngredient(8)  shall 
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not  change  significantly  the  physical  and 
chemical  characteristics  of  the  composite 
product  as  compared  to  the  character¬ 
istics  of  Uie  individual  products  it  repre¬ 
sents  to  ensure  the  scientific  validity  of 
representation  of  all  of  such  individual 
products.  A  composite  product  of  for¬ 
mulations  containing  different  fragrance 
compounds  is  not  acceptable  as  a  test 
product. 

(2)  The' reference  product(s)  is  on  the 
date  testing  is  begun : 

(i)  Each  of  any  nxunber  of  similar-use 
competitive  products  in  the  same  cos¬ 
metic  product  category  representing  a 
combined  market  share  of  at  least  10 
percent  of  the  similar  usage  cosmetic 
market  as  determined  by  the  most  recent 
survey  of  unit  or  dollar  sales  volume.  A 
survey  of  less  than  the  entire  market, 
e.g.,  a  survey  of  some  types  of  retail  out¬ 
lets,  may  be  used  in  a  reasonable  way, 
together  with  other  information  avail¬ 
able  about  the  product  and  market,  to 
estimate  a  product’s  shate  of  the  entire 
market. 

(li)  Where  market  share  data  are  not 
available,  at  least  two  similar-use  com¬ 
petitive  products  in  the  same  cosmetic 
product  category,  selected  at  random, 
which  by  trade  name  or  brand  designa¬ 
tion  constitute  at  least  10  percent  of  thd 
total  number  of  nationally  distributed 
similar-use  competitive  products  identi¬ 
fied  by  trade  name  or  brand  designation. 

(3)  Subsequent  to  testing  there  Is  no 
change  in  the  formula  of  the  product  for 
which  the  claim  is  made.  Any  change  in 
the  formula  of  a  product  for  which  such 
a  claim  is  made  requires  that  the  re¬ 
formulated  product  again  meet  all  of  the 
requirements  of  this  section. 

(4)  All  records  of  any  tests,  results, 
and  evaluations  conducted  pursuant  to 
the  provisions  of  this  section,  irrespective 
of  the  results,  are  submitted  to  the  Food 
and  Drug  Administration  prior  to  com¬ 
mercial  distribution  of  a  new  product  or, 
in  the  case  of  products  currently  in  com¬ 
mercial  distribution  in  accordance  with 
paragraph  (h)  (1)  of  this  section,  as  soon 
as  completed.  Each  submission  shall  be 
accompanied  by  a  statement,  signed  by 
the  person  responsible  for  the  submis¬ 
sion,  that  to  the  best  of  his  knowledge 
and  belief  it  Includes  all  of  the  tests, 
results,  and  evaluations  comparing  the 
product  to  other  products  with  reference 
to  frequency  of  adverse  reactions,  except 
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for  other  data  previously  submitted.  All 
such  Information  shall  promptly  be 
placed  on  public  display  in  the  Public 
Records  and  Documents  Center  of  the 
Food  and  Drug  Administration,  Rm.  4- 
62,  5600  Fishers  Lane,  Rockville,  MD 
20852. 

(5)  No  data  submitted  at  any  time  to 
the  Food  and  Drug  Administration  by  the 
manufacturer  or  any  other  interested 
person  demonstrate  that  the  testing 
upon  which  the  claim  is  made  does  not 
meet  the  requirements  of  this  section. 

(6)  In  each  article  of  labeling,  e.g., 
carton,  label,  or  package  insert,  the  most 
prominent  use  of  the  word  “hypoaller¬ 
genic”  or  any  such  similar  or  related 
term  as  specified  in  paragraph  (j)  of 
this  section  that  is  not  on  a  principal 
display  panel  is  followed  by  the  phrase, 
“less  likely  to  cause  adverse  reactions 
than  some  competing  products.”  In  ad¬ 
dition,  the  word  “hypoallergenic”  or 
such  similar  or  related  term  on  any 
principal  display  panel  shall  be  followed 
by  such  phrase.  Such  phrase  shall  appear 
in  labeling  immediately  following,  or  set 
directly  below,  the  word  “hypoallergenic” 
or  any  such  similar  or  related  term  and 
shall  be  conspicuous  and  prominent  as 
compared  to  other  words,  statements, 
designs  or  devices. 

(f)  A  “line”  of  cosmetics  may  be  con¬ 
sidered  as  a  product  for  the  purpose  of 
determining  the  reference  product  in 
accordance  with  the  provisions  of  para¬ 
graph  (e)  (2)  of  this  section.  In  such 
a  case,  any  product  of  the  “line”  may 
serve  as  the  reference  product  actually 
tested.  A  “line”  consists  of  products  in 
the  same  cosmetic  product  category  that 
are  similar  in  composition  and  intended 
for  the  same  use  which  are  sold  by  the 
labeler  under  a  common  trade  name  or 
brand  designation  where  no  trade  name 
or  brand  designation  not  common  to  all 
such  products  appears  in  the  labeling 
of  any  of  them.  Products  differing  In 
fragrance  are  not  similar  in  composition. 

(g)  Any  cosmetic  having  labeling  in¬ 
cluding  a  claim  of  h3q}oallergenlcity 
shipped  in  Interstate  commerce  or  held 
;for  sale  after  shipment  in  Interstate 
commerce  after  a  determination  that 
such  a  claim  does  not  meet  the  require¬ 
ments  of  this  section  shall  be  deemed 
to  be  misbranded. 

(h)  Any  cosmetic  product  which  Is 
designated  in  labeling  as  hypoallergenic 
or  for  which  claims  are  made  that  one 
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or  more  Ingredients  are  hypoallergenic 
or  for  which  hypoallergenlcity  is  Implied 
through  the  use  of  other  terms  shall 
comply  with  the  requirements  of  this 
section  as  follows: 

(1)  If  it  is  in  commercial  distribution 
on  June  6,  1975,  such  claims  shall  be 
justified  as  required  by  this  section  no 
later  than  June  6, 1977. 

(2)  If  it  is  not  in  commercial  distribu¬ 
tion  on  June  6,  1975,  such  claims  shall 
be  justified,  as  required  by  this  section, 
before  such  claims  are  made. 

(3)  If  such  claims  have  not  been  jus¬ 
tified  in  accordance  with  the  require¬ 
ments  of  this  section,  or  if  records  of 
test  studies  have  not  been  made  avail¬ 
able  as  required  by  this  section,  such 
claims  shall  not  be  made. 

(i)  No  data  submitted  to  the  Food  and 
Drug  Administration  may  be  construed 
to  represent  approval  or  endorsement 
by  the  Food  and  Drug  Administration. 
Any  product  bearing  labeling  that  states 
or  implies  that  such  test  data  have  been 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  or  that  the  Food  and  Drug 
Administration  has  approved  or  endorsed 
the  tests  of  the  product  shall  be  deemed 
to  be  misbranded.  - 

(j)  Terms  and  phrases  such  as  “allergy 
tested,”  “dermatologist  tested,”  “lower 
rate  of  reactions,”  “safer  for  sensitive 
skin,”  and  similar  or  related  claims  con¬ 
taining  such  words  as  “allergy,”  “irrita¬ 
tion,”  or  “sensitivity”  in  their  text,  used 
alone  or  in  conjunction  with  other  words 
or  statements  that  convey  to  the  user 
that  the  product  is  less  likely  to  cause  ad¬ 
verse  reactions  than  similar-use  competi¬ 
tive  products  of  the  same  product  cate¬ 
gory  are  subject  to  all  the  requirements 
of  this  section  for  use  of  the  term  “hypo¬ 
allergenic.” 

(k)  Terms  or  phrases  in  labeling  which 
imply  complete  safety  or  the  absence  of 
the  potential  for  adverse  reaction  are 
false  or  misleading  and  render  a  product 
misbranded. 

Effective  date.  All  cosmetics  introduced 
Into  interstate  commerce  after  July  7. 
1975,  shall  comply  with  this  regiilation. 

(Secs.  201  (n),  602(a).  701(a),  62  Stat.  1041, 
1054,  as  amended  (21  tT.S.C.  321(n),  362(a), 
371(a)).) 

Dated:  May  29,  1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
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